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WARNING: THE GROWING DANGER OF 
PRESCRIPTION DRUG DIVERSION 


THURSDAY, APRIL 14, 2011 

House of Representatives, 

Subcommittee on Commerce, Manufacturing, and 

Trade, 

Committee on Energy and Commerce, 

Washington, DC. 

The subcommittee met, pursuant to call, at 8:05 a.m., in room 
2123 of the Rayburn House Office Building, Hon. Bono Mack 
(chairman of the subcommittee) presiding. 

Members present: Representatives Bono Mack, Blackburn, 
Stearns, Harper, Lance, Cassidy, Guthrie, Olson, McKinley, 
Pompeo, Kinzinger, Butterfield, Gonzalez, Towns and Inslee. 

Staff present: Paul Cancienne, Policy Coordinator, Commerce, 
Manufacturing, and Trade; Brian McCullough, Senior Professional 
Staff Member, Commerce, Manufacturing, and Trade; Gib Mullan, 
Chief Counsel, Commerce, Manufacturing, and Trade; Anita Brad- 
ley, Senior Policy Advisor, Chairman Emeritus; Shannon Weinberg, 
Counsel, Commerce, Manufacturing, and Trade; Alex Yergin, Legis- 
lative Clerk; Michelle Ash, Democratic Chief Counsel; and William 
Wallace, Democratic Policy Analyst. 

Mrs. Bono Mack. Good morning. The subcommittee can now 
please come to order. 

Someone once said, I would like mornings better if they started 
later, and amen to that, especially as a Californian. But I truly ap- 
preciate the effort that everyone has made to be here for a some- 
what unprecedented 8:00 in the morning hearing, although as I 
said, as a Californian, my clock still says it is 5:00 in the morning. 

But seriously, when it comes to the topic at hand, there is no bet- 
ter time than right now to discuss it. Today, prescription drug 
abuse is a deadly serious and rapidly escalating problem all across 
America. We have an obligation to tackle it head on. The chair now 
recognizes herself for an opening statement. 

OPENING STATEMENT OF HON. MARY BONO BACK, A REP- 
RESENTATIVE IN CONGRESS FROM THE STATE OF CALI- 
FORNIA 

Since 2003, more than 5,000 U.S. service men and women have 
died in Iraq and Afghanistan. As Americans, we celebrate their 
lives and we mourn their deaths. They will always be remembered 
by a grateful nation. 

Yet today, there is a mostly forgotten war also being fought right 
here at home in both small towns and large cities all across the 

( 1 ) 
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United States. This costly and rapidly escalating struggle against 
prescription drug abuse and addiction is expected to claim the lives 
of some 30,000 Americans this year alone. 

For the most part, this battle is being waged in remote outposts 
of the human mind, where scientists now tell us that childhood 
trauma, genetics, mental disorders, stress, thrill seeking, social 
pressures, severe pain from injuries and illnesses, and, yes, the 
horrors of combat, all contribute to devastating addictions, which 
in turn, all too often lead to tragic and avoidable deaths. But what 
is even more insidious is the way these powerfully addictive drugs 
quickly turn people without any real emotional or physical prob- 
lems into desperate people suddenly facing life-or-death problems. 
Few things are more destructive. 

According to the Centers for Disease Control, drug overdose is 
the second leading cause of accidental death in the United States, 
in large part due to prescription drug abuse, and the problem is 
growing every single day. According to a recent national survey, 
some 7 million people age 12 or older regularly abuse prescription 
drugs, and there are approximately 7,000 new abusers every single 
day, many of them teenagers and young adults. That alarming 
trend is taking a huge toll on society. 

Today, the abuse of prescription drugs, especially painkillers, 
stimulants and depressants, is the fastest-growing drug problem in 
America. As someone who has been deeply and personally affected 
by this issue, I hope today’s hearing will lead to a better under- 
standing of the enormous scope of this problem, the staggering 
costs, both emotionally and financially, that it imposes on families 
and communities, and the need for a greater sense of urgency as 
a Nation in addressing it. 

I believe one critically important first step is to do a better job 
of monitoring and limiting access to prescription drugs containing 
controlled-released oxycodone hydrochloride, including the popular 
painkiller OxyContin. Originally, OxyContin was intended to be 
prescribed only for severe pain as a way to help patients dealing 
with late-stage cancer and other severe illnesses. Today, however, 
more and more people across America are being prescribed 
OxyContin, as well as other generic oxycodone drugs, for less se- 
vere reasons, clinically known as moderate pain, greatly expanding 
the availability and potential for abuse of these powerfully addict- 
ive narcotics. 

For people all across America, prescription drug abuse is a day- 
to-day struggle. Over time, it destroys families and wreaks havoc 
on communities all across the Nation. Someone with a toothache or 
a sore back should not be prescribed a potentially addictive pain- 
killer. I agree that expanded public education plays a role in ad- 
dressing the problem, but we are not going to make any real 
progress until we limit access to these powerful narcotic drugs and 
ensure that only patients in severe pain can obtain them. 

The pervasiveness of prescription drug abuse made national 
headlines recently when Federal, State, and local law enforcement 
agencies, led by the Drug Enforcement Agency, cracked down on 
so-called “pill mills” in Florida, resulting in dozens of arrests, in- 
cluding five doctors. 
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Congress needs to make it much more difficult for these rogue 
pain clinics to operate, and we should treat offenders like any other 
street drug dealer. By better coordinating the efforts of local, State 
and national agencies and by reducing the supply of highly addict- 
ive opioid painkillers, I am convinced that we can eventually save 
thousands of lives and spare millions of families from the headache 
and heartache of addiction. 

A recent Denver Post article highlighted why these powerful 
drugs are so attractive to thieves, drug dealers and unscrupulous 
doctors. According to the Post, OxyContin costs $1 per milligram on 
the street and comes in doses ranging from 15 to 80 milligrams. So 
a dealer selling 1,000 tablets can make up to $80,000. 

What does that mean in human terms? Well, a recent report by 
the National Institute on Drug Abuse has found that nearly one in 
20 high school seniors have reported abuse of OxyContin. And yet 
another disturbing report by the Substance Abuse and Mental 
Health Services Administration shows a staggering 400 percent in- 
crease in admissions of people aged 12 years and older for treat- 
ment of prescription drug abuse between 1998 and 2008. Clearly, 
we have a daunting challenge in front of us. 

I would like to thank all of our distinguished panelists, especially 
DEA Administrator Leonhart, ONDCP Director Kerlikowske, Gov- 
ernor Scott and Governor Beshear for their personal commitment 
to this important issue. If we are going to win the war against pre- 
scription drug abuse, we must all serve as soldiers. 

[The prepared statement of Mrs. Bono Mack follows:] 

Prepared Statement of Hon. Mary Bono Mack 

Since 2003, more than 5,000 U.S. service men and women have died in Iraq and 
Afghanistan. As Americans, we celebrated their lives and mourned their deaths. 
They will always be remembered by a grateful nation. 

Yet today, there is a mostly forgotten war also being fought — right here at home — 
in both small towns and large cities all across the United States. This costly and 
rapidly escalating struggle against prescription drug abuse and addiction is ex- 
pected to claim the lives of some 30,000 Americans this year alone. 

For the most part, this battle is being waged in remote outposts of the human 
mind, where scientists now tell us that childhood trauma, genetics, mental dis- 
orders, stress, thrill seeking, social pressures, severe pain from injuries and ill- 
nesses, and, yes, the horrors of combat — all contribute to devastating addictions, 
which in turn all too often lead to tragic and avoidable deaths. 

But what’s even more insidious is the way these powerfully addictive drugs quick- 
ly turn people without any real emotional or physical problems into desperate peo- 
ple suddenly facing life-or-death problems. Few things are more destructive. 

According to the Centers for Disease Control, drug overdose is the second leading 
cause of accidental death in the United States — in large part due to prescription 
drug abuse. And the problem is growing every single day. 

According to a recent national survey, some 7 million people age 12 or older regu- 
larly abuse prescription drugs, and there are approximately 7,000 new abusers 
every day — many of them teenagers and young adults. That alarming trend is tak- 
ing a huge toll on society. 

Today, the abuse of prescription drugs — especially painkillers, stimulants, and de- 
pressants — is the fastest-growing drug problem in America. As someone who has 
been deeply and personally effected by this issue, I hope today’s hearing will lead 
to a better understanding of the enormous scope of this problem, the staggering 
costs — both emotionally and financially — that it imposes on families and commu- 
nities, and the need for a greater “sense of urgency” as a nation in addressing it. 

I believe one critically important first step is to do a better job of monitoring and 
limiting access to prescription drugs containing controlled-release oxycodone hydro- 
chloride, including the popular pain killer OxyContin. 
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Originally, OxyContin was intended to be prescribed only for severe pain as a way 
to help patients dealing with late-stage cancer and other severe illnesses. Today, 
however, more and more people across America are being prescribed OxyContin, as 
well as other generic oxycodone drugs, for less severe reasons — clinically known as 
moderate pain — ^eatly expanding the availability and potential for abuse of these 
powerfully addictive narcotics. 

For people all across America, prescription drug abuse is a day-to-day struggle. 
Over time, it destroys families and wreaks havoc on communities all across the na- 
tion. Someone with a toothache or a sore back should not be prescribed a potentially 
addictive painkiller. I agree that expanded public education plays a role in address- 
ing the problem, but we’re not going to make any real progress until we limit access 
to these powerful narcotic drugs and ensure that only patients in severe pain can 
obtain them. 

The pervasiveness of prescription drug abuse made national headlines recently 
when Federal, state, and local law enforcement agencies, led by the Drug Enforce- 
ment Agency, cracked down on so-called “pill mills” in Florida, resulting in dozens 
of arrests — including five doctors. 

Congress needs to make it much more difficult for these rogue pain clinics to oper- 
ate, and we should treat offenders like any other street drug dealer. By better co- 
ordinating the efforts of local, state and national agencies — and by reducing the sup- 
ply of highly addictive opioid painkillers — I am convinced that we can eventually 
save thousands of lives and spare millions of families from the heartache of addic- 
tion. 

A recent Denver Post article highlighted why these powerful drugs are so attrac- 
tive to thieves, drug dealers and unscrupulous doctors. According to the Post, 
Oxycontin costs $1 per milligram on the street and comes in doses ranging from 15 
to 80 milligrams. So a dealer selling 1,000 tablets can make up to $80,000. 

What does this mean in human terms? Well, a recent report by the National Insti- 
tute on Drug Abuse has found that nearly 1 in 20 high school seniors have reported 
abuse of OxyContin. 

And yet another disturbing report by the Substance Abuse and Mental Health 
Services Administration shows a staggering 400 percent increase in admissions of 
people aged 12 years and older for treatment of prescription drug abuse between 
1998 and 2008. 

Clearly, we have a daunting challenge in front of us. I would like to thank all 
of our distinguished panelists — especially DEA Administrator Leonhart, ONDCP Di- 
rector Kerlikowske, Governor Scott, and Governor Beshear — for your personal com- 
mitments to this important issue. 

If we are going to win the war against prescription drug abuse, we must all serve 
as soldiers. 

Mrs. Bono Mack. The gentleman from Texas is now recognized 
for 5 minutes for an opening statement. 

OPENING STATEMENT OF HON. CHARLES A. GONZALEZ, A 
REPRESENTATIVE IN CONGRESS FROM THE STATE OF TEXAS 

Mr. Gonzalez. Madam Chair, thank you very much, and thank 
you for calling this most important hearing and for inviting so 
many experts that will create our four distinguished panels of wit- 
nesses. 

I need to apologize because I will be absent for part of the hear- 
ing and hopefully will be returning, but at around 8:30 I will have 
to go to another presentation and hopefully come back, but we 
should have some members on our side of the aisle. 

I also wish to extend the apologies of ranking members 
Butterfield and Waxman, who are disappointed that they cannot be 
here at this time, obviously due to a conflict in commitments. 

According to the 2010 National Drug Control Strategy, the fast- 
est growing form of substance abuse in the United States is the 
non-medical use of prescription drugs including opiates, pain reliev- 
ers, tranquilizers, sedatives and stimulants. Under the careful su- 
pervision of a doctor, these medications can alleviate severe pain 
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or help those suffering from mental disorders like psychosis, de- 
pression, anxiety, insomnia or attention deficit hyperactivity dis- 
order. 

Teens and young adults are increasingly susceptible to prescrip- 
tion drug abuse. Seven out of the top 10 substances most abused 
by young people are prescription medications. Like their older 
counterparts, teens most frequently obtain non-medical pain reliev- 
ers, tranquilizers and stimulants from a friend or a family member. 
Despite popular misconceptions to the contrary, research indicates 
that even teens and young adults misuse prescription drugs not 
just to get high but for a variety of reasons. The Partnership for 
a Drug-Free America answers that teens do so to party, to get high 
in some cases but also to manage or regulate their lives. They are 
abusing some prescription stimulants to give them additional en- 
ergy and ability to focus when they are studying or taking tests. 
They are abusing prescription pain relievers and tranquilizers to 
cope with academic, social or emotional stress. 

Many teenagers draw key distinctions between these drugs and 
illicit street drugs, characterizing their use of prescription drugs as 
responsible, controlled or even safe. Researchers have concluded 
that the growing popularity of prescription drugs also reflects the 
perception that these drugs are safer than street drugs. There are 
several programs at the Federal, State, and local level that seek to 
curb prescription drug abuse and diversion. 

I look forward to the testimony of our witnesses so that we may 
determine what is working and what more can be done to stop the 
growing problems. And Madam Chair, unlike many of the hearings 
we have, and we have such contentious differences of opinion, I 
don’t think we are going to have that today. I think we are just 
going to try to identify what works and that we move forward and 
lend the assistance at the Federal level to everyone out there in at- 
tempting to curb a very serious problem, and I yield back at this 
time. 

Mrs. Bono Mack. I thank the gentleman for his words and for 
the spirit with which he said them, and now the chair recognizes 
Mr. Pompeo for 1 minute. 

OPENING STATEMENT OF HON. MIKE POMPEO, A REPRESENT- 
ATIVE IN CONGRESS FROM THE STATE OF KANSAS 

Mr. Pompeo. Thank you. Madam Chair. 

I just briefly want to say thank you for holding this hearing. 
Thanks for bringing attention to this incredibly important issue. I 
am the father of a 20-year-old son. I know the kinds of things he 
is seeing at Kansas University. I know the kinds of challenges that 
young people have, and I look forward to your testimony this morn- 
ing so that we can get the facts, learn a little bit about what works 
so that we can develop good Federal policy that will minimize the 
risk from this very real concern that I think lots of parents have 
all across the country. 

So thank you all for coming this morning. Thank you. Madam 
Chairwoman. I yield back the balance of my time. 

Mrs. Bono Mack. I thank the gentleman, and the chair recog- 
nizes Mr. Guthrie for 1-1/2 minutes. 
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OPENING STATEMENT OF HON. BRETT GUTHRIE, A REP- 
RESENTATIVE IN CONGRESS FROM THE COMMONWEALTH 

OF KENTUCKY 

Mr. Guthrie. Thank you, Madam Chairman. I won’t take too 
much time because I will speak a little later when our governor is 
here in the next panel. But I just want to thank you for bringing 
attention to this issue. It is important. It is important in my State, 
like all States, but we particularly have a problem and we are look- 
ing forward to the next panel, but I just wanted to say thank you 
so much for having this hearing today. 

Mrs. Bono Mack. I thank the gentleman, and recognize the gen- 
tleman from Texas, Mr. Olson, for 1-1/2 minutes. 

OPENING STATEMENT OF HON. PETE OLSON, A 
REPRESENTATIVE IN CONGRESS FROM THE STATE OF TEXAS 

Mr. Olson. I am pleased to be here early this morning, and I 
thank the chair for her leadership in holding this hearing to shed 
light on a problem of prescription drug diversion and abuse. I know 
this issue is greatly important to the chair, and I commend her on 
assembling an impressive group of witnesses. 

Prescription drug abuse in America is not an issue we should 
take lightly. As a parent of two children, it is very concerning to 
me to see statistics showing that on a daily basis 2,500 American 
teenagers are trying prescription drugs for the first time, 2,500 per 
day. The vast majority of these teens are getting drugs from their 
own house, taking them from their parents’ medicine cabinet and 
using them or giving them to friends. Given this, it is so important 
that parents are educated about the risks of prescription drug 
abuse in addition to knowing about and utilizing drug disposal and 
take-back programs. 

I thank the chair for her commitment to America’s youth and I 
look forward to hearing from our witnesses. I yield back. 

Mrs. Bono Mack. I thank the gentleman, and the chair recog- 
nizes Mr. Harper for 30 seconds. 

OPENING STATEMENT OF HON. GREGG HARPER, A REP- 
RESENTATIVE IN CONGRESS FROM THE STATE OF MIS- 
SISSIPPI 

Mr. Harper. Thank you. Madam Chair, and I certainly welcome 
the witnesses. It is quite an impressive lineup. We look forward to 
hearing what each has to say today. 

This is an important issue, and it has devastated families that 
I know back home. Spending years as a prosecutor, you see what 
it does to many unintended victims in this, and I just look forward 
to looking for solutions and ways that we can solve this and help 
these families, and I want to thank you. Madam Chair, for holding 
this very important hearing. 

Mrs. Bono Mack. I thank the gentleman. Everybody is so happy 
this morning. The chair recognizes Mr. McKinley for 30 seconds. 
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OPENING STATEMENT OF HON. DAVID B. MCKINLEY, A REP- 
RESENTATIVE IN CONGRESS FROM THE STATE OF WEST 

VIRGINIA 

Mr. McKinley. Thank you, Madam Chairman, and I join that. 
I thank you for holding this hearing this morning on this topic. As 
a father of four and a grandfather of six, I see what they are going 
to be facing. I saw what happened in our society back in the 1960s. 
It wasn’t pretty, and what these kids are facing today is shocking. 

My wife is a critical care nurse and works in the emergency room 
of a hospital, and she tells me time and time again of the horrors, 
so many people come in that have abused the drugs and what it 
is doing to our Nation. 

So I welcome you and thank you very much for holding this hear- 
ing so we can learn more how we can address this and save our 
next generation. Thank you very much. 

Mrs. Bono Mack. I thank the gentleman, and the chair is 
pleased to recognize the vice chair of the committee, Ms. 
Blackburn, for 30 seconds. 

OPENING STATEMENT OF HON. MARSHA BLACKBURN, A REP- 
RESENTATIVE IN CONGRESS FROM THE STATE OF TEN- 
NESSEE 

Mrs. Blackburn. And thank you. Madam Chairman. 

Welcome to our witnesses, and thank you all for being here with 
us today. 

There are three points that I think that as we work through 
what is an emotional debate that we need to be thinking about. 
First, to what extent should duly licensed prescription drug manu- 
facturers be required to spend time, money and resources on trying 
to envision every new way that their product might be abused? Sec- 
ondly, if we begin to restrict the approval of new prescription 
drugs, what impact will it have on patients who desperately rely 
on them to cope with debilitating pain and are just trying to make 
it through another day? And perhaps the most important question 
is. How do we deal with personal and parental responsibility? And 
I yield back. 

Mrs. Bono Mack. I thank the gentlelady, and the chair recog- 
nizes the gentleman from New York, Mr. Towns, for 5 minutes. 

OPENING STATEMENT OF HON. EDOLPHUS TOWNS, A REP- 
RESENTATIVE IN CONGRESS FROM THE STATE OF NEW 

YORK 

Mr. Towns. Thank you very much. Madam Chair. Let me thank 
you and Congressman Butterfield for having this hearing and also 
I want to thank Congressman Gonzalez for filling in on his behalf. 

This is a very serious issue, and I am very pleased, however, that 
a number of provisions in the recently enacted Patient Protection 
and Affordable Care Act could yield some very positive results in 
our efforts to curb this growing problem. 

We must educate families about the dangers of loose prescription 
drugs in their households. We must also utilize other relevant Fed- 
eral laws and procedures in order to safeguard against prescription 
drug diversion. Some of these safeguards include a recently pro- 
posed risk evaluation and mitigation strategy. If implemented by 
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the FDA, this strategy could train prescribers, catalog patient in- 
formation and administer periodic effectiveness assessment tests. 
Other safeguards would involve improving the communication 
abilities of our law enforcement officials, doctors, pharmaceutical 
dispensers so that frequent abusers can be brought to justice. 

Tackling the growing danger of prescription drug abuse will re- 
quire bipartisan support, and that is the reason I was happy to 
hear the comment made by Congressman Gonzalez, that we are all 
on the same team when it comes to these kinds of things and when 
it comes to protecting our young people, and I am really happy 
about that. 

This public health issue requires the input and resources of all 
relevant stakeholders to ensure this problem is fully addressed. 
This is not one that we should get involved in the blame game. I 
think there is enough blame here for everybody to share. I think 
it is time to come together to see in terms of what we can do on 
both sides of the aisle, of course, every stakeholder that is involved 
in this issue, because this is an issue that if blame would solve it, 
then it would not even be here because of all the years we have 
been complaining about it. 

But I think the time now has come when we must roll up our 
sleeves and together work to see what we can do to be able to cur- 
tail the fact that especially with our young people who the numbers 
seem to keep going up and up. 

I look forward to hearing from our witnesses today and working 
with my colleagues to ensure Congress plays a vital role in pro- 
tecting families from the growing danger of prescription drugs. And 
let me say to the chairperson that I really, really appreciate her in- 
volvement here and hope that we will continue to work together to 
see in terms of what we might be able to do to protect the lives 
of many of our young people who have gotten involved in this and 
of course I think that we can do a lot better. 

Thank you very much. I yield back. 

Mrs. Bono Mack. I thank the gentleman, and now to move to 
the panel. We have the first panel, one of four that will be before 
us today. Each of the witnesses has prepared an opening statement 
that will be placed in the record. Each of you will have 5 minutes 
to summarize that statement in your remarks. 

On our first panel, I am honored that we would have these two 
distinguished witnesses, the Hon. Gil Kerlikowske. When I first 
met him, I couldn’t say the name and so I have come a long way. 
Hon. Gil Kerlikowske, Director of the Office of National Drug Con- 
trol Policy, and the Hon. Michele Leonhart, Administrator of the 
Drug Enforcement Agency. 

Good morning to both of you, and thank you for your hard work, 
and you will each be recognized for 5 minutes. You probably know 
the drill. There are lights over there, and as they are green, you 
are well on your way. When you see the yellow lights, you are 
down to the wrap-up time, and when you hit red on the light, if 
you could then sum up your comments and we will then move on 
to the next witness. 

So Director Kerlikowske, you may begin with your first 5 min- 
utes. Thank you. 
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STATEMENTS OF R. GIL KERLIKOWSKE, DIRECTOR, OFFICE OF 
NATIONAL DRUG CONTROL POLICY; AND MICHELE M. 
LEONHART, ADMINISTRATOR, DRUG ENFORCEMENT ADMIN- 
ISTRATION 


STATEMENT OF GIL KERLIKOWSKE 

Mr. KERLIKOWSKE. Well, thank you, Ms. Chairman Bono Mack, 
and thank you, Ranking Member Gonzalez and the distinguished 
members of the committee for the opportunity to address prescrip- 
tion drug issues. 

I really applaud the committee’s focus on this topic. Prescription 
drug abuse has been a major focus since my confirmation, and I 
have directed that the national drug control program agencies ad- 
dress this epidemic in our country. 

Let me pause for a minute. As a long-time police chief in Seattle 
for 9 years, I paid attention to what caused harm in my commu- 
nity. Quite frankly, the abuse of prescription drugs wasn’t on my 
radar screen, and quite frankly, I believe that around the country 
this has not received the attention that it needs. 

As the President’s chief advisor on drug policy, this position de- 
mands that I raise public awareness and take action on drug issues 
affecting the Nation. The efforts in the President’s drug control 
strategy are balanced. They incorporate new research, evidence- 
based approaches to address drug use and its consequences. 

In 2008, over 23 million Americans ages 12 or older needed treat- 
ment for an illicit drug or alcohol use problem. However, only 11 
percent received that necessary treatment for that substance use 
disorder. 

Well, today I am here to talk about prescription drug abuse. Pre- 
scription drug abuse, as was mentioned, is the fastest growing drug 
problem in the United States and it is categorized as a public 
health epidemic by the Centers for Disease Control and Prevention, 
and in recent years the number of individuals who for the first 
time consumed prescription drugs for non-medical purposes was 
similar to the number of first-time marijuana users. The 2010 Mon- 
itoring the Future, a national survey on youth drug use, found that 
six of the top 10 substances used by 12th graders were pharma- 
ceuticals. We have also seen a fourfold increase in addiction treat- 
ment admissions for individuals, primarily abusing prescription 
painkillers. That was from 1997 to 2007. And even more alarming 
is the fact that over the last 5 years, emergency visits linked to 
misuse or abuse of pharmaceuticals has nearly doubled, and at the 
same time emergency room visits for illegal drugs like heroin and 
cocaine remained relatively fiat. 

Furthermore, deaths from prescription drugs are increasing at a 
staggering rate, and State data show that seven people in Florida, 
four people in Ohio, three people in Kentucky die every day from 
an unintentional overdose. The latest national data found that 
more than 27,000 Americans died from unintentional drug 
overdoses in 2007. Prescription drugs, particularly the opioid pain- 
killers that were mentioned, are considered major contributors to 
the total number of drug deaths. And in 17 States and the District 
of Columbia, drug-induced deaths are now the leading cause of in- 
jury death. 
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And there are two unique reasons for the growth of the prescrip- 
tion drug abuse: easy accessibility to these drugs and the percep- 
tion of risk. For instance, persons age 12 or older who use pain re- 
lievers non-medically in the past year between 2008 and 2009, 
nearly 70 percent obtained the drug they abused from a friend or 
a relative. And research shows that because prescription drugs are 
manufactured by reputable pharmaceutical companies, they are 
prescribed by licensed clinicians, they are dispensed by phar- 
macists, they are perceived as safer to abuse than illegal drugs, 
and we know that is not true and we know that young people 
aren’t buying them in a piece of tinfoil from behind a gas station. 

In addition, recent studies found perceived prescription drug 
abuse as safer, less addictive and less risky than using illegal 
drugs, and the drugs obtained from the medicine cabinet or the 
pharmacy were in their perception not as dangerous as those drugs 
that were obtained in other ways. 

A comprehensive approach is required to address the epidemic 
because prescription drug abuse problems pose unique challenges. 
It is important to balance prevention, education and something 
close to my heart, enforcement, with the need for legitimate access 
to the controlled substances was mentioned. Therefore, the Admin- 
istration has created an inclusive plan which brings together a va- 
riety of Federal, State, local, and tribal groups to reduce prescrip- 
tion drug diversion and abuse, and while we have outlined our ap- 
proach to this issue in the 2010 Drug Control Strategy, the Admin- 
istration developed a separate plan focused specifically on prescrip- 
tion drugs and next week Director Leonhart and I along with our 
Federal partners will release the Administration’s plan. Our pre- 
scription drug abuse prevention plan has four parts: education, pre- 
scription drug monitoring programs, proper medication disposal 
and enforcement, and the first part of our response plan is edu- 
cation. Mandatory prescriber education as well as patient and pa- 
rental education is essential. 

Second, each State should have a prescription drug monitoring 
program. These known as PDMPs are statewide databases that 
contain information on dispensed and controlled substances pre- 
scribed by health care providers. PDMPs should be interoperable 
and have the ability to share prescriber information. 

The third part of our plan calls for proper medication disposal. 
Seventy percent of the people, as I said, reported getting their 
painkillers from a friend or relative, and we need to ensure that 
proper medication disposal programs are available, and in Sep- 
tember, DEA held their National Take Back Day and collected over 
120 tons. 

Let me just close and say that I thank you for your attention, 
and I really appreciate the witnesses that will be coming after me, 
and my heart as a police chief goes out to those that have suffered. 

[The prepared statement of Mr. Kerlikowske follows:] 
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EXECUTIVE OFFICE OF THE PRESIDENT 
April 14, 2011 

Chairman Bono Mack, Ranking Member Butterfield, and distinguished members of the 
Committee, thank you for this opportunity to address prescription drug abuse in our country. 

The Office of National Drug Control Policy was established by Congress with the principal 
purpose of reducing illicit drug use, manufacturing, and trafficking; drug-related crime and 
violence; and drug-related health consequences. As a component of the Executive Office of the 
President, our office establishes policies, priorities, and objectives for the Nation’s drug control 
program. We also evaluate, coordinate, and oversee the international and domestic anti-drug 
efforts of Executive Branch agencies and ensure such efforts sustain and complement state and 
local anti-drug activities. 

As Director of the White House National Drug Control Policy office and chief advisor to 
the President on anti-drug matters, I am charged with producing the National Drug Control 
Strategy’, which directs the Nation’s anti-drug efforts and programs, a budget, and guidelines for 
cooperation among Federal, state, and local entities. My position allows me to raise public 
awareness and to take action on drug issues affecting our Nation. The Obama Administration 
recognizes that addiction is a disease, and that prevention, treatment, and law enforcement must 
all be part of a comprehensive strategy to reduce drug use, get help to those who need it, and 
ensure public health and .safety. 

The 2010 National Drug Control Strategy (Strategy), released by President Obama in 
May 2010, seeks to reduce drug use and its consequences through an evidence based, public 
health approach to drug policy. This Administration’s inaugural Strategy reflected a nine-month 
consultative effort with Congress, Federal agencies, state and local partners, and hundreds of 
concerned citizens and stakeholders, it serves as a bold call to action for all Americans who 
share the desire and responsibility to keep our citizens - especially our youth - safe, healthy, and 
protected from the enormous physical, psychological, sociological and economic costs of 
substance abuse. 

The Strategy establishes specific goals by which to measure our success. We have 
worked and are continuing to work with dozens of agencies, departments, Members of Congress, 
state and local organizations, and the American people to reduce drug use and its 
consequences. Our efforts are balanced and incorporate new research and evidence-based 
approaches to better align policy with the realities of drug use in communities throughout this 
country. Re.search shows that addiction is a complex, biological, and psychological disease. It is 
chronic and progressive, and negatively affects individuals, families, communities, and our 
society as a whole. In 2009, over 23 million Americans ages 1 2 or older needed treatment for an 
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illicit drug or alcohol use problem. However, only 1 1% received the necessary treatment for 
their siibstanee use disorder.' 

The 2010 Strategy’ ineluded Aetion Items eomprehensively addressing all areas of drug 
eontrol. Sinee its introduetion, ONDCP and our Federal partners have made significant progress 
on these items. In addition, we have highlighted three signature initiatives: prescription drug 
abuse, prevention, and drugged driving. We are currently finalizing the 201 1 Strategy, which 
builds upon the 2010 Strategy. The 201 1 Strategy addresses issues of concern to specific 
populations, including service members and their families, veterans, college students, women 
and children, and those in the criminal justice system. The 201 1 Strategy continues our efforts to 
coordinate an unprecedented government-wide public health approach to reducing drug use and 
its negative consequences in the United States, while maintaining strong support for law 
enforcement. As with the 2010 Strategy, the 201 1 Strategy continues to emphasize drug 
prevention, early intervention programs in health settings, aligning criminal justice policies and 
public health systems to divert non-violent drug offenders into treatment instead of jail, funding 
more scientific research on drug use, and expanding access to substance abuse treatment. 

Today, I am here to testify specifically about prescription drug abuse. Prescription drug 
abuse is the fastest-growing drug problem in the United States and is categorized as a public 
health epidemic by the Centers for Disease Control and Prevention. In recent years, the number 
of individuals who, for the fir,st time, consumed prescription drugs for a non-medical purpose 
was similar to the number of first-time marijuana users. ^ The 2010 Monitoring the Future study ~ 
a national survey on youth drug use - found that six of the top ten substances used by 1 2"’ 
graders in the past year were pharmaceuticals.^ In addition, there has been a four-fold increase 
in addiction treatment admissions for individuals primarily abusing prescription pain killers from 
1998 to 2008.'* 

The increase in the percentage of treatment admissions for abuse of pain relievers spans 
every age, gender, race, ethnicity, education, employment level, and region. We have also seen 
the estimated number of emergency department visits linked to non-medical use of prescription 
drugs double between 2004 and 2008. and this dramatic rise occurred among men and women of 
all age groups.^ Even more alarming is the fact nearly 28,000 Americans died from unintentional 
drug overdoses in 2007, and prescription drugs — particularly opioid painkillers— are considered 
major contributors to the total number of drug deaths; in 2007, they represented 42 percent of 
unintentional drug overdoses.'’ In 1 7 states and the District of Columbia, drug-induced deaths 
are now the leading cause of injury death. ^ 

Substance use has also affected our military, veterans, and their families. According to a 
2008 Department of Defense survey, one in eight (12%) active duty military personnel reported 


' Substance Abuse and Menial Health Services Administration 2010, Results from the 2(H)9 National Suney on Drug Use and Health: National 
Findings. 

^ Substance Abuse and Mental Health Service.s Administration 2010. Results from the 2009 National Swyey on Drug Use and Health: National 
Findings. 

* University of Michigan 2009 Monitoring the Future: A Synopsis of the 2009 Results of Trends in Teen Use of Illicit Drugs and Alcohol. 

^ Substance Abuse and Mental Health Services Administration 2010. The Treatment Episode Data Set (TEDS) Report. 

’ Centers for Disease Control and Prevention. Morbidity and Mortality Weekly Report Emergency Department Visits Involving Nonmedical 
Use of Selected Prescription Drugs — United Slates, 2004-2008. June 18, 2()10. 

* Centers for Disease Control and Prevention. Unitenlional Drug Poisoning in the United Stales. July 2010. 

^ Centers for Disease Control and Prevention. National Center for Health Statistics, "National Vital Statistics Report”, 2009. 
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past month illicit drug use, largely driven by the abuse of prescription drugs (reported by 1 1%).® 
According to the most recent survey from the Department of Justice, nearly 60% of the 140,000 
veterans in f'ederal and state prisons are struggling with a substance use disorder, and 25% 
reported being under the influence of drugs at the time of their offense.^ Equally concerning is 
the fact that substance abuse affects many of the estimated 75,600 homeless veterans. 

There are two unique barriers to combating prescription drug abuse compared to illegal 
drugs, like heroin and cocaine: easy accessibility to the drugs, and low perception of risk. For 
instance, of persons aged 12 or older who used pain relievers non-medically between 2008 and 
2009, nearly 70% obtained the drug they abused from a friend or relative. ' Researeh also shows 
that because prescription drugs are manufactured by reputable pharmaceutical companies, 
prescribed by licensed clinicians, and dispensed by pharmacists, they are perceived as safer to 
abuse than illegal drugs. Recent studies found teens perceived prescription drug abuse as safer, 
less addictive, and less risky than using illegal drugs, and believed that drugs obtained from a 
medieine eabinet or pharmacy as not as dangerous as drugs obtained from a drug dealer.'^ 

Although potentially beneficial when used as prescribed by a healthcare professional for 
legitimate medical purposes in the usual course of professional conduct, prescription drugs can 
be just as dangerous and deadly as illicit drugs when misused or abused. We must ensure that 
prescription drugs are only used as prescribed and by the person for whom they were prescribed, 
A comprehensive, multifaceted approach is required to address this epidemic. Because the 
prescription drug abuse problem poses unique challenges, it is important to balance prevention, 
education, and enforcement with the need for legitimate access to controlled substances. 

Any policy response must be approached thoughtfully and must .strike a balance between 
our need to prevent diversion and abuse of pharmaceuticals with the need to ensure legitimate 
access. As science has successfully developed valuable medications to alleviate suffering, such 
as opioids for cancer pain and benzodiazepines for anxiety disorders, it has also led to the 
unintended consequence of increased medication abuse. The Admini.stration has created an 
inclusive Prescription Drug Abuse Prevention Plan which brings together a variety of Federal, 
state, local, and tribal groups to reduce prescription drug diversion and abuse. Our prescription 
drug abuse prevention plan has four parts: education, prescription drug monitoring programs, 
proper medication disposal, and enforcement. 

The first part of our response plan is education, to include mandatory prescriber 
education, as well as patient and parent education. A significant percentage of opioid analgesics 
are distributed in primary care offices and emergency rooms, and surveys of healthcare 
professionals and professional schools have shown significant gaps in educational training on 


'Bray et a!., 2008 Department of Defense Survey of Health Related Behaviors Among Active Duty Military' Personnel- (2009). Research 
Triangle Institute, Research Triangle Park, NC, 

'Office of Justice Programs/Bureau of Ju-Slice Statistics. Veterans in Slate and Federal Prison. 2(H)^. (J.S. Department of Jastice. 2007. 
hrtp;//bjs. pip. usdoj.gov/content/pub/pdfyvsfp04. pdf 

U.S. Department of Veterans Affairs Budget Request ftw Fiscal Year 2012, Statement of Secretary Eric Shinseki. 
http;//veterans.house.gov/hearings.n'e-stimony-aspx?TH>=3785&New'sid~2279&Name--%20Hon.%20Eric%20K.%20Shinseki%20 
" Substance Abuse and Mental Health Services Administration 2010. Results from the 2009 National Sw-vey on Drug Use and Health: National 
Findings 

''http://w\VAv.r\vjforg''files/research/Fu!t_Tecn_Reporl%205- 16-06.pdf 
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pain management, substance abuse, and appropriate prescribing. Mandatory prescriber 
education is therefore essential. In addition, we should make sure that parents and patients are 
fully aware of the dangers and prevalence of prescription drug abuse, and educated about the safe 
use and proper storage and disposal of these medications. The second part of our plan is 
encouraging each state to have a prescription drug monitoring program. Prescription drug 
monitoring programs (PDMPs) are state-wide databases that contain information on dispensed 
controlled .substances prescribed by healthcare providers. PDMPs can and should serve a 
multitude of functions, including serving as tools for patient care, drug epidemic early warning 
systems (especially when combined with other data), drug diversion investigative tools, and 
insurance fraud investigative tools. Information contained in the PDMPs can be used by 
prescribers and pharmacists to detect drug-drug interactions, and to identify patients who may be 
doctor .shopping for prescriptions to sustain an addiction, and. under specific circumstances, 
regulatory and law enforcement officials can also use the information to pursue cases involving 
rogue prescribers or pharmacists, or “pill mills” and other forms of diversions. While PDMPs 
vary from state to state on what data is collected, they can provide clinicians with quick access to 
information regarding controlled substance prescriptions that were written and dispensed to 
patients within a specific state. 

Despite the benefits of PDMPs, many states still lack the program, and states that do 
operate a PDMP are currently unable to share prescription data between states. We believe all 
states should operate PDMPs with mechanisms in place for data sharing between states. There 
also must be high utilization among healthcare providers, and checking a PDMP should be a 
regular part of an office visit just like checking for insurance coverage. 

The third part of our plan calls for proper medication disposal. Nearly 70% of people 
report getting their pain killers from a friend or relative. Unused medications sitting in our 
medicine cabinets are falling into the wrong hands. I'here is a need for proper medication 
disposal programs, so unused or expired medications are disposed of in a timely, safe, and 
environmentally responsible manner. Creating a convenient and consumer-friendly method for 
disposal of expired or unused prescription drugs will benefit public health, public safety, and the 
environment. In September 2010, DEA held a National Take-Back Day and collected over 120 
tons of drugs at over 4,000 sites across the country in partnership with state and local law 
enforcement. With this overwhelming success, DEA will hold a second National Takc-Back 
Day on Saturday, April 30"’. The passage of the Secure and Responsible Drug Disposal Act in 
2010 was an important step foiward in our efforts to make prescription drug disposal more 
accessible to individuals and to reduce the supply of drugs available for diversion and abuse. The 
DEA is now in the process of rule-making to make disposal of prescription drugs more 
convenient and accessible. 

The fourth and final part of our prescription drug prevention plan is law enforcement. We 
will assist .states in addressing “pill mills”, doctor shopping and other forms of diversion as they 
contribute significantly to the prescription drug abuse epidemic. More specifically, we plan to 
ensure that technical assistance on model regulations and laws for pain clinics arc available to 


Raofi S, Schappert SM. Medication therapy in ambulatory medical care; United Slates, 2003-04, National Center for Health Statistics. Vital 
Health Star 13(163), 2006. http;//vv\v\v.cdc.gov/nchs/data/series/sr_13/srl3_!63.pdf 
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states. We also will continue to support High-Intensity Drug Trafficking Areas (HIDTAs) as 
they address diversion and trafficking pharmaceuticals and listed chemicals. Lastly, we must 
ensure law enforcement has proper prescription drug abuse-related training programs. 

In closing, 1 would like to recognize that none of the things ONDCP and my Executive 
Branch colleagues want to accomplish for the Nation are possible without the active support of 
Congress. Thank yoti for the opportunity to testify here today on this public health epidemic. 
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Mrs. Bono Mack. Thank you. 

Administrator Leonhart, 5 minutes. 

STATEMENT OF MICHELE LEONHART 

Ms. Leonhart. Chairman Bono Mack and Ranking Member Gon- 
zalez, distinguished members of the subcommittee, thank you for 
the opportunity to discuss the growing epidemic of prescription 
drug abuse and the critical role of the Drug Enforcement Adminis- 
tration in the enforcement of our Nation’s drugs laws and regula- 
tions. 

The diversion and abuse of pharmaceutical controlled substances 
is a significant and growing problem in the United States. Every 
leading indicator shows increases over relatively short periods of 
time in the use and abuse of these drugs. Pain clinics have 
emerged as a major source of controlled substances for non-legiti- 
mate medical purposes. DEA and other Federal, State, and local 
law enforcement agencies have developed great working relation- 
ships and continuously coordinate efforts to combat this emerging 
threat. Federal administrative and criminal actions against a phy- 
sician with controlled substance privileges are rare. However, such 
actions are warranted when a physician is issuing controlled sub- 
stance prescriptions for an illegitimate purpose and operating out- 
side the usual course of professional practice, and as Adminis- 
trator, I have made prescription drug abuse a top priority for the 
DEA. 

I am especially alarmed that another contributing factor to the 
increase of prescription drug abuse is the availability of these 
drugs in the household. In many cases, prescription drugs remain 
in household medicine cabinets well after medication therapy has 
been completed, thus providing easy access for non-medical users 
for abuse, accidental ingestion or illegal distribution for profit. The 
2010 Partnership Attitude Tracking Study, PATS, as we call it, 
noted that 51 percent of those surveyed believe that most teens get 
prescription drugs from their own family’s medicine cabinets. DEA 
manages a robust regulatory program aimed at preventing and 
curbing diversion all the way from manufacturing levels to the dis- 
pensing of these medications to patients, and in working with Con- 
gress, DEA also obtained new authority last year to regulate the 
disposal of unused medications by ultimate users, thereby getting 
unused medications out of household medicine cabinets in a lawful 
and safe manner. 

DEA is working diligently to promulgate disposal regulations, 
and in the interim, DEA launched a nationwide take-back initiative 
in September of last year, resulting in the collection of 121 tons of 
unwanted or expired medications, and I am pleased to announce 
that DEA is planning a second nationwide take-back initiative on 
April 30th, and we will continue to hold periodic take-back events 
until regulations are in place. 

DEA’s obligation under the law and to the public is to ensure 
that pharmaceutical controlled substances are prescribed and dis- 
pensed only for legitimate medical purposes in accordance with the 
Controlled Substances Act. By carrying out this obligation, DEA 
strives to minimize the diversion of pharmaceutical controlled sub- 
stances for abuse while ensuring that such medications are fully 
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available to patients in accordance with the sound medical judg- 
ments of their physicians. In this manner, DEA is committed to 
balancing the need for diversion control and enforcement with the 
need for legitimate access to these drugs. 

DEA closely monitors the closed system through recordkeeping 
requirements and mandatory reporting at all levels through the 
supply chain, and due to enhancements to our regulatory resources, 
controlled substance manufacturers, distributors, importers, export- 
ers and narcotic treatment programs are receiving more inspections 
and audits than ever before. 

A key component to our enhanced investigative resources are tac- 
tical diversion squads. These are unique groups that combine the 
skills of special agents, diversion investigators, intelligence ana- 
lysts and taskforce operators. TDS groups are dedicated solely to- 
wards investigating, disrupting and dismantling those individuals 
or organizations involved in diversion schemes, and as of today, 
DEA has 37 operational TDS groups across the country, and we 
plan to add an additional 26 more over the next few years. 

One example of the effectiveness of these tactical diversion 
squads is Operation Pill Nation, which targeted rogue pain clinics 
in south Florida since February of last year and culminated in a 
series of major takedowns in February of this year. This led to 32 
arrests including 12 doctors and five pain clinic owners. DEA also 
immediately suspended 63 DEA registrations and issued orders to 
show cause on six more, which resulted in the surrender of 29 DEA 
registration numbers, and this caused a ripple effect throughout 
south Florida and resulted in 50 more DEA registrations being sur- 
rendered, and in total, we closed down 38 clinics. 

DEA recognizes that it can’t solve this problem alone. DEA is 
working closely with our Federal, state, and local and private-sec- 
tor partners as a part of the Administration’s comprehensive ap- 
proach to combating prescription drug abuse. Many States have 
also adopted prescription drug monitoring programs which are 
deemed to be a valuable tool in curbing diversion. 

In closing, I want to commend the courage of those who are testi- 
fying later this morning for putting names and faces of loved ones 
to this problem, and I want to express my heartfelt sympathy on 
behalf of the men and women of DEA for their loss. I am keenly 
aware that many others possibly here even today have struggled 
with drug abuse by friends and family, and DEA joins in this fight. 

So thank you for the opportunity to appear here today. 

[The prepared statement of Ms. Leonhart follows:] 
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Chairman Bono-Mack, Ranking Member G. K. Butterfield, and distinguished Members 
of the Subcommittee, on behalf of the men and women of the Drug Enforcement Administration 
(DEA), I am honored to have the opportunity to appear before you today to provide testimony 
concerning the dangers of prescription drug abuse. 


Overview 


The diversion and abuse of pharmaceutical controlled substances is a significant and 
growing problem in the United States. Leading indicators show substantially high levels in the 
abuse and misuse (non-medical use) of these drugs and the consequences associated with such 
actions. These indicators include, but are not limited to: the National Survey on Drug Use and 
Health, Monitoring the Future Study, Partnership Attitude Tracking Study, Drug Abuse Warning 
Network (DAWN) data. Treatment Episode Data Set, American Poison Control Centers data, 
and the National Forensic Laboratory Information System (NFLIS). 

• According to the Substance Abuse and Mental Health Services Administration's 
(SAMHSA's) 2009 National Survey on Drug Use and Health (NSDUH), 7 million 
Americans were current non-medical users of psychotherapeutic drugs, 
significantly higher by 12 percent compared to 2008. Over three-quarters of that 
number, 5.3 million Americans, abused pain relievers. 

• The NSDUH survey also indicated that the non-medical use of prescription drugs 
was second only to marijuana abuse. On average, more than 7,000 people 12 
years and older initiate use of a controlled substance pharmaceutical drug for non- 
medical purposes every day, 

• The Centers for Disease Control and Prevention (CDC) reported that the number 
of poisoning deaths involving any opioid analgesics increased from 4,041 in 1999 
to 14,459 in 2007, more than tripling in 8 years. ' 


' Ceniers for Disease Control and Prevention, Morbidity and Mortality Weekly Report, August 20, 2010. 
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• SAMHSA's Treatment Episode Data Set shows that between 1998 and 2008 the 
number of persons admitted for treatment that reported any pain reliever abuse 
increased more than fourfold. 

• According to DAWN data, the number of emergency room visits involving the 
misuse or abuse of pharmaceuticals increased by 98,4 percent between 2004 and 
2009. The prescription drugs most implicated were opiate/opioid pain relievers, 
oxycodone products increased 242 percent, and hydrocodonc products increased 
124 percent, 

• The approximate number of cases submitted by state and local law enforcement to 
forensic labs between 2001 and 2009 increased significantly (330 percent for 
oxycodone, 314 percent for hydrocodonc, and 281 percent for methadone). 

Statistics concerning the abuse of pharmaceutical controlled substances and prescription 
medication also reveal disturbing trends. Persons aged 12 years and older who used prescription 
drugs non-medically in the past month exceeded the number of current users of cocaine, heroin, 
hallucinogens, and methamphetamine combined.^ In this age group, prescription drug abuse is 
second only to marijuana use,^ 

Another factor that may contribute to the overall upward trend of abuse is that teenagers 
and young adults believe that prescription medications are safer than other drugs of abuse such 
as heroin, cocaine, marijuana and methamphetamine. The 2008 PATS study noted that 41 
percent of teenagers mistakenly believe that prescription medications are "much safer” than 
illegal drugs."* Because prescription medications are manufactured by pharmaceutical 
companies, prescribed by physicians and other medical professionals, and dispensed by 
pharmacists, teens and young adults often have a fal.se sense of security regarding these potent 
and sometimes dangerous medications. This false sense of security can end in tragedy. In20l0, 

1 in 4 teens admitted to using a prescription drug not prescribed to them by a doctor at some 
point in their lives.'’ Teens continue to report that their parents do not talk to them about the 
risks of prescription drugs in the same manner as they discuss other sub.stances of abuse.® 

The 2010 Monitoring the Future study reported that Vicodin. a brand name pain reliever 
containing the narcotic hydrocodonc, is one of the most commonly abused drugs among 12'*’ 
graders: in 2010, about 1 in 13 (8%) reported non-medical use in the previous year.^ On average, 
every day 2,100 12-17 year olds abuse a prescription pain reliever for the first time.* 


” Substance Abuse and Mental Health Services Administration. Results from the 2009 National Survey on Drug 
Use and Health. 

’ Ibid, p. 14. 

’ Partnership for a Drug-Free America, 2008 Partnership Attitude Tracking Study, Key Findings. 

’ Partnership for a Drug-Free America, 2010 Partnership Attitude Tracking Study. 

2010 Partnership Attitude Tracking Study, p.iS. 

’2010 Monitoring the Future Study. University of Michigan, Ann Arbor. 

* Substance .Abuse and Mental Health Services Administration, 2009 National Survey on Drug Use and Health.. 
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The economic impact on the United States from the non-medical use of prescription 
opioids in 2006 was estimated at $53.4 billion, ($42 billion in lost productivity, $8.2 billion in 
criminal justice costs, $2.2 billion in treatment costs, and $944 million in medical 
complications).'* 

Drug Enforcement Adminisiralion & the Diversion Control Program 

Under the Controlled Substances Act (CSA), Congress established a “closed system” of 
distribution designed to prevent the diversion of controlled substances. In furtherance of the 
closed system, no controlled substance may be transferred between two entities unless the 
entities are DBA registrants or e.xempt from registration. To maintain the closed system, every 
entity that manufactures or distributes controlled substances, or propo.scs to engage in the 
manufacture or distribution of any controlled substance, must obtain a DBA registration 
authorizing such activity. In addition to the requirement that DBA registrants maintain copious 
records of all transactions involving controlled substances, the closed sytstem is monitored by the 
Automation of Reports and Consolidated Orders System (ARCOS). 

The Automation of Reports and Consolidated Orders Sv.steni (ARCOS) 

The Automation of Reports and Consolidated Orders System (.ARCOS) is DBA’s 
database that captures controlled substance activity from the point of manufacture and/or 
distribution to the point of sale to the retail level registrant (e.g., pharmacies, hospitals, 
practitioners, teaching institutions, researchers, analytical labs, importers/exporters, and Narcotic 
Treatment Programs). Approximately 1,100 manufacturers and distributors report data to 
ARCOS. Just under 70,9 million transactions were reported to ARCOS in 2010. .Manufacturers 
of bulk and/or dosage form controlled substances must report inventories, acquisitions, and 
dispositions of all substances in schedules I and II. schedule 111 narcotics, and Gamma- 
Hydroxybutyric Acid (GHB) in Schedule HI. Additionally, manufacturers must report 
synthesizing activities involving all substances in schedules I and II. schedule 111 narcotics, 
Gamma-Hydroxybutyric Acid (GUB) substances in schedule 111, and selected psychotropic 
controlled substances in schedules HI and IV. 

Distributors of bulk and/or dosage form controlled substances must report inventories, 
acquisitions, and dispositions of all substances in schedules I and H, schedule III narcotics, and 
Gamma-Hydro.xybutyric Acid (GHB) substances in schedule HI. Once the substance has been 
sold to the retail level registrant, ARCOS does not capture further transaction information (i.e., 
from practitioner to end user, from pharmacy to end user. etc.). 

The Quota System 

DBA establishes manufacturing and procurement quotas each year for schedule I and H 
controlled substances in order to avoid the overproduction of these substances, for the purpose of 
reducing the risk of diversion to illicit traffic. Accordingly, the quota .system serves the vital 
purpose of reducing the risk of diversion. Pursuant to 21 U.S.C. § 826(a), the Attorney General 


Clinical Journal of Pain. December 2010, University of Washington, Hansen RN: Oster, G; Edelberg, J; Woody, 
GE: and Sullivan. SD 
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is required to determine “the total quantity and establish production quotas for each basic class of 
controlled substance in schedule 1 and II ... to be manufactured each calendar year to provide 
for the estimated medical, scientific, research, and industrial needs of the United States, for 
lawful export requirements, and for the establishment and maintenance of reserve stocks.” These 
determinations, which are known as aggregate production quotas, “represent those quantities of 
controlled substances that may be produced in the United States in” the relevant calendar year. 
The aggregate production quota is then allocated among those registered manufacturers who 
apply for, and demonstrate a need for, a manufacturing quota. 

Pursuant to DEA regulation, a registrant seeking a manufaeturing quota is required to 
submit an application form justifying the quantity it seeks to manufacture. The completed form 
must provide, for the particular basic class, the data for the current and preceding 2 calendar 
years to include: 1) its authorized individual manufacturing quota; 2) the actual or estimated 
quantity manufactured; 3) the actual or estimated or net disposal; 4) the actual or estimated 
inventory allowance; and 5) the actual or estimated inventory as of December 31, In addition to 
the desired individual manufacturing quota which is being sought, the applicant is required to 
state any additional factors which the applicant finds relevant to the fixing of his individual 
manufacturing quota, including the trend of (and recent changes in) his and the national rate of 
net disposal, his production cycle and current inventory position, the economic and physical 
availability of raw materials for use in manufacturing and for inventory purposes, yield and 
stability problems, potential disruptions to production (including possible labor strikes) and 
recent unforeseen emergencies such as floods and fires. 

Restructuring 

The substantial increase in the abuse of prescription drugs is fueled by many faetors, 
including the development and marketing of new controlled substances, and ever-changing 
methods of diversion such as rogue Internet pharmacy schemes or rogue pain clinics. Attempts 
to prevent, detect, and reduce the diversion and abuse of controlled substance pharmaceuticals 
continue to evolve. The DEA has taken action on several fronts over the past few years to help 
reduce this growing problem. 

In October 2008, the then Acting Administrator authorized a two-pronged reorganization 
of the Diversion Control Program. The first prong involved a substantial expansion in the 
number of Tactical Diversion Squads (TDS) and their deployment throughout the United States. 
This approach would provide a significant increase in the number of Special Agents and Task 
Force Officers who possess the requisite law enforcement authorities needed when conducting 
criminal investigations, i.e. the ability to conduct surveillance, make arrests and execute search 
warrants. The second prong of the reorganization plan called for a renewed focus on DEA's 
regulatory oversight of more than 1.3 million DEA registrants. 

Expansion of Tactical Diversion Squads 

Tactical Diversion Squads (TDS) investigate suspected violations of the Controlled 
Substances Act and other appropriate Federal and state statutes pertaining to the diversion of 
controlled substance pharmaceuticals and listed chemicals. These unique groups combine the 
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skii! sets of Special Agents. Diversion Investigators, and Task Force Oftlcers (who come from a 
variety of state and local law enforcement agencies). TDS groups are dedicated solely towards 
investigating, disrupting, and dismantling those individuals or organizations involved in 
diversion schemes {c.g.. ''doctor shopping^ prescription forgery rings, and doctors or 
pltarmacisis who iliegally divert controlled substance pharmaceuticals and listed chemicals). 
Tactical Diversion Squads develop sources of information and disseminate intelligence to 
appropriate elements for the development of leads and targets. As of March 25, 20 1 ! , DBA had 
37 operational TDS groups. DEA plans to add 26 more TDS group.s over the next few years. 
With the expansion of Tactical Diversion Squads across the U.S., the number of diversion' 
related criminal cases has increa.sed. These Tactical Diversion Squads have also been able to 
increase the number of diversion-related Priority Target Organization (PTO) investigations, PTO 
investigations focus on those criminal organizations or groups tliat signincantiy impact local, 
regional or national areas of the countryx In addition, the Special Agent (SA) and Task Force 
Officer (T'FO) work hours dedicated to diversion-related criminal cases has also increased 


Special Agent and Task Force Officer FTE Utilization I 

Diversion Control Program 1 

FY-2007 - FY-2010 ! 



As stated above, the .second prong to the reorganization plan was to provide for enhanced 
regulatory oversight of more than 1.3 million registrants, a number which grows at an annual rate 
of approximately 2.5 percent. These registrants conduct a variety of busiiics.s activities and vary 
in size and complexity. Thi,s portion of the plan required DEA to hire additional Diversion 
Investigators (DI) and create a new training curriculum. In FY 2009, the Office of Diversion 
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Control developed and instituted this new training curriculum, which was designed to retrain and 
retool all Diversion Investigators in regulatory investigations. As of December 2010, all 
Diversion Investigators completed this training. 

With more Diversion Investigators focused on the regulatory aspects of the Diversion 
Control Program, DEA increased the frequency of scheduled inspections to improve its 
regulatory oversight. As a result, the President’s FY 201 1 budget requests 60 DI positions, and 
the FY 2012 budget requests an additional 50 Dl positions. This renewed focus on regulatory 
control has enabled DEA to take a more proactive approach on multiple fronts to ensure that 
DEA registrants are complying with the Controlled Substances Act and implementing 
regulations. For example, DEA has revised its timetable regarding the frequency with which it 
will inspect/audit specific registrant categories such as controlled substance manufacturers 
(which includes bulk manufacturers); distributors: importers; exporters; narcotic treatment 
programs; DATA-waived practitioners; researchers; and chemical handlers. 

DEA’s efforts are also aimed at ensuring that DEA registrants maintain effective controls 
against diversion by designing and operating systems that disclose to the registrant suspicious 
orders for controlled substances. In 2005, DEA established the Distributor Initiative Program to 
remind distributors of their responsibilities under the Controlled Substances Act (CSA) and its 
implementing regulations concerning suspicious orders. Since its inception in Augu.st 2005 
through March 28, 2011, DEA has briefed 74 DEA-registered corporations/companies 
comprising 212 distribution centers concerning illegal Internet pharmacy operations and rogue 
pain clinics. As a result, some distributors have voluntarily .stopped .selling or voluntarily 
restricted sales of controlled substances to certain domestic pharmacies and practitioners. Some 
distributors have also cut off the supply of controlled substance pharmaceuticals to certain 
customers as a result of their own intensified efforts spurred by the Distributor Initiative 
Program. From June 2006 through March 28, 201 1, distributors have refused to sell controlled 
substances to approximately 1,390 customers that the distributors believed were placing 
suspicious orders for controlled substances. 

DEA’s enhanced regulatory oversight and investigative efforts have resulted in the 
identification of various distributors who failed to adhere to their regulatory responsibilities. 
Consequently. DEA took administrative action against these distributors, and also referred them 
for civil penalty action which resulted in record-breaking civil penalties negotiated with the 
registrant, e.g., .$13.25 million civil penalty paid by McKesson Drug Corporation in April 2008; 
$34 million civil penalty paid by Cardinal Flealth in October 2008; and $75 million civil penalty 
in addition to $2.6 million in civil forfeitures against CVS Corporation in October 2010. 

Addition of Intelligence Research Snecialist Positions 

Due to the ever-increasing complexities of diversion investigations, another much-needed 
enhancement to the Diversion Control Program was the addition of Intelligence Research 
Specialists dedicated to working these types of investigations. Before FY 2006, the Diversion 
Control Program had no authorized intelligence Research Specialist (IRS) positions allocated to 
the Program. In FY 2006, 40 IRS positions were allocated to the DCP w'ith another 33 allocated 
in FY 2007. Even with this increase in positions, more IRS work hours are attributed to the 
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Diversion Control Program than are allocated. As a result, DEA has requested an increase of 14 
IRS positions in the Diversion Control Program in FY 201 1. In addition, another increase of 9 
IRS positions is requested in FY 2012. The inclusion of this job series into the Diversion 
Control Program will help DEA conduct its investigations more efficiently and effectively. 

Level of Effort by Drug Type 

The restructuring of the Diversion Control Program has allowed investigative efforts to 
focus on specific problem areas, as shown in the charts below. For example, cases focused on 
oxycodone increased by 210 percent between FY 2005 and FY 2010, but have decreased for 
tho.se involving hydrocodone, due to a significant decrease in domestic rogue internet 
pharmacies. 

Between fiscal years 2006 and 2009, rogue Internet pharmacies were a major source of 
diversion. The rogue internet pharmacies were responsible for the diversion of tens of millions 
of dosage units of hydrocodone. DEA responded to these rogue operations with investigations 
such as Operation Baywatch, Operation CyberRx, Operation Lightning Strike. Operation TexRx, 
and Operation Control/Alt/Delete. Although many domestic rogue Internet pharmacies that 
distributed controlled substances were eliminated after the Ryan Haight Act w'as implemented in 
April 2009, the problem has not been resolved with regard to foreign-based Internet pharmacies 
and we continue to take steps to address it. In addition, rogue domestic Internet pharmacies 
selling mostly non-control led substance and exempted'” prescription drugs, including 
Carisoprodol, Tramadol, and W'hat are commonly known as “lifestyle drugs” continue to pose a 
significant challenge. 

What followed in the wake of these rogue Internet pharmacies was an almost immediate 
shift in the method of diversion and the type of pharmaceutical drugs being diverted. Today, a 
plethora of rogue pain clinics line the .streets of south Florida. They supply drug seekers and pill 
distributors from up and dow'n the entire East Coast w'ith dangerous and powerful 
pharmaceuticals. W'ithin the.se pill mills, the legitimate practice of medicine has given way to 
unadulterated greed. However, unlike the rogue Internet pharmacies, the practitioners at these 
rogue clinics are not dispensing hydrocodone, a schedule 111 controlled substance. They are 
dispensing and prescribing oxycodone, a schedule II controlled substance. 


‘'Exempted prescription products” are prescription drugs that contain certain nonnarcotic controlled substances yet 
are exempt from some provisions of the Controlled Substances Act. 21 C.F.R. § 1308.32, One example of an 
exempted prescription product is butalbital (brand name Fioricet), which would otherwise be a schedule III 
controlled substance because it contains a derivative of barbituric acid. 
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Diversion Control Program Core Personnel 

FTE Utilization by Top Four Drug Types 

FY-2005 - FY-2010 
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DEA, working with its state and local partners, has put forth a substantial investigative 
effort towards these rogue clinics which has been dubbed Operation Pill Nation. This operation 
involved the mobilization of eleven Tactical Diversion Squads from across the United States to 
marshal with the Miami TDS and other state and local agencies in a concerted effort to attack 
and dismantle the hundreds of rogue pain clinics that continue to plague south Florida. On 
February 23, 201 1, as part of Operation Pill Nation DEA conducted a coordinated effort with 
more than 500 state and local law enforcement officers in a massive takedown which included: 

o 2 1 search warrants executed at clinics, residences, and other locations in south 
Florida; 

o 25 arrested on various federal and state drug and money laundering charges, of which 
5 were medical doctors and 5 were pain clinic owners; 

o Seizure of approximately S7 million in assets. ($3 million dollars in US currency, a 
variety of other real property, jewelry, and assets including 62 vehicles, some of 
which w'ere exotic cars; and 

o Immediate Suspension Orders issued against 14 DEA registrations, 1 Order to Show 
Cause issued against 3 DEA registrations, and the surrender of 7 DEA regi,strations. 

As of April 2011, Operation Pill Nation has resulted in the surrender of 83 DEA 
registrations (71 physicians, 8 pharmacies and 4 whole.sale distributors); Immediate Suspension 
Orders issued against 63 DEA registrations (33 physicians, I distributor); Orders to Show Cause 
issued against 6 DEA registrations; 38 clinics closed; 32 arrests (12 physicians, 5 clinic owners 
and 15 clinic employees). Additionally, more than $16.4 million in assets have been seized as a 
result of this operation ($1 1.9 million in US currency and approximately $4.5 million in vehicles, 
jewelry, real property, and other assets). 

One component of the strategy for Operation Pill Nation is to identify the wholesale 
distributors that are supplying the controlled substances to these rogue pain clinics. In June 
2010, DEA took administrative action against four wholesale distributors that were supplying 
rogue pain clinics in south Florida. Subsequent to that action, sales of oxycodone to dispensing 
practitioners in Florida plummeted. Florida also implemented legislation (effective October 
2010) that limits a practitioner’s ability to dispense controlled substance medications to what a 
patient would need in a 72-hour period. 
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!n addition to Operation Pill Nation, Tactical Diversion Squads and Diversion Groups 
across the United States continue to investigate large-scale diversion schemes. These 
investigations often result in the immediate suspension, revocation, or surrender of a registrant’s 
DEA registration and in many cases in parallel civil and criminal proceedings. 

The Family Medicine Cabinet & Proper Disposal 


Another factor that contributes to the increase of prescription drug abuse is the 
availability of these drugs in the household. In many cases, dispensed controlled substances 
remain in household medicine cabinets well after medication therapy has been completed, tlrus 
providing easy access to non-medical users for abuse, accidental ingestion, or illegal distribution 
for profit. Accidental ingestion of medication, including a controlled sub, stance, by the elderly 
and children, is more likely when the household medicine cabinet contains unused medications 
that are no longer needed for therapy. The medicine cabinet also provides ready access to 
persons, especially teenagers, W'ho seek to abuse medication.s. For example, the 2010 
Partnership Attitude Tracking Study (PATS) noted that 5 1 percent of those surveyed believe that 
most teens get prescription drugs from their own family’s medicine cabinets." The 
Administration recognizes the issue of prescription drug abuse as described in the National Drug 
Control Strategy. One of the action items set forth in the Strategy is to increase pre.scription 
return/take-back and disposal programs.'" 

On September 25, 2010, DEA coordinated the first-ever National Take-Back Initiative. 
Working with more than .1,000 state and local law enforcement partners, take-back sites were 


Partnership for a Drug-Free Aitienca, The Partnership .Attitude Tracking Study (P.ATS) Teens 20 !0 Report. 
2010 National Drug Control Strategy, p. 32 
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established at more than 4,000 locations across the United States. This massive undertaking 
resulted in the collection of 121 tons of unwanted or expired medications that were summarily 
disposed of. 

In October 2010, Congress passed and the President signed into law the Secure and 
Responsible Drug Disposal Act of 2010. DEA has been working diligently to promulgate the 
regulations pertinent to this Act. On January 19 and 20, 2011, DEA conducted a public meeting 
to discuss the development of procedures for the surrender of unwanted controlled substances by 
ultimate users and long term care facilities. Specifically, this meeting allowed all interested 
persons — the general public including ultimate users, pharmacies, law enforcement personnel, 
reverse distributors, and other third parties — to express their views regarding safe and effective 
methods of di.sposal of controlled substances. Tbe Act and implementing regulations will 
provide the basic framework that will allow Americans to dispose of their unwanted or expired 
controlled substance medications in a secure and responsible manner. In the interim, DEA is 
sponsoring another National Take-Back Initiative on April 30, 201 1. 

Conclusion 

Prescription drug abuse is a serious problem. DEA has the statutory responsibility of 
enforcing the Controlled Substances Act and its implementing regulations. Efforts towards this 
end help to minimize the availability of pharmaceutical controlled substances to non-medical 
users and preserve the integrity of the closed-system of distribution. Reducing prescription drug 
abuse is vital to the health and welfare of the American people and is a priority for this 
Administration. 

Chairman Bono-Mack, Ranking Member Butterfield, and distinguished Members of the 
Subcommittee, thank you for the opportunity to appear today to discuss this important issue. 
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Mrs. Bono Mack. I thank both of the panelists, and I will recog- 
nize myself for the first 5 minutes of questions, and I will begin 
by asking both of you to turn your attention to the charts on your 
right. Although the data is old — 2007, 2006 — would you both just, 
yes or no, is it fair to assume that the trend continues to grow at 
an alarming rate, that the numbers today are far worse than they 
were in 2006 and 2007? 

Mr. Kerlikowske. Yes. 

Ms. Leonhart. Yes. 

Mrs. Bono Mack. Thank you. Administrator Leonhart, you were 
specifically talking about Florida. Can you tell me how many doc- 
tors have been convicted or have had their DEA registration denied 
or revoked for over-prescribing schedule II prescription drugs? 
When Governor Scott points out that 98 of the 100 top prescribing 
doctors who prescribe these painkillers that are in Florida, doesn’t 
that send up a huge warning flag? 

Ms. Leonhart. Absolutely, Chairman. The actual numbers of 
doctors across the country that have been convicted or prosecuted, 
I can get you those numbers, but I can tell you that you are abso- 
lutely correct in that 90 of the top 100 are in Florida, and Oper- 
ation Pill Nation identified those top doctors. 

Mrs. Bono Mack. Can you tell me what took so long? 

Ms. Leonhart. Well, I can tell you that the trends have changed. 
The pill situation, the pill mill situation in Florida is a really new 
phenomenon. We first targeted the Internet, which if you go back 
4 and 5 years ago, drugs that we were finding on the street and 
we were asking where they came from, they were coming from the 
Internet, and it was unregulated, uncontrolled, and our first efforts 
were there. It is because of the Ryan Haight Act that Congress 
gave us and our actions going after those organizations and indi- 
viduals dealing on the Internet that we were able to basically shut 
those rogue Internet sites down, and then we saw the shift over the 
last couple of years in Florida. We spent the last year identifying 
the pill mills and with a huge operation involving 12 of these tac- 
tical diversion squads over a period of a year were able to do those 
undercover buys that resulted in the takedown of Pill Nation, and 
we believe that that one consolidated takedown and actions over 
the past year will have a chilling effect on anyone attempting to 
open up a clinic or to continue in the same manner that they have 
continued over the past couple of years. 

Mrs. Bono Mack. I see you have a chart on page 10 of your testi- 
mony that sort of reflects how effective the raids were, but I have 
a couple of questions for you just on basic math and perhaps to 
both of you. Some people will say that last year we took back 272 
tons of unwanted prescription drugs. Does that mean we are over- 
prescribing 272 tons of these prescription drugs? And if that is the 
case, can you explain the quota system to me? It seems to me that 
there is simple math that you all are overlooking in a quota sys- 
tem. You both have the ability to determine how much of these 
painkillers are manufactured and pumped out into our society but 
the quota is just simply based upon demand? I will turn to both 
of you. 

More specifically, if you look, Florida dispensed more than 41 
million oxycodone pills. The second highest prescribing State dis- 
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pensed 1 million pills. Large States like California have dispensed 
fewer than 400,000. What a disparity. Doesn’t that clearly indicate 
that there are probably 40 million extra pills in the supply chain 
if you look at that mathematical equation? 

Mr. Kerlikowske. Let me mention, I think, two things, and you 
bring up an excellent point on the quotas. So one thing is that the 
most recent data for all of 2010 for the first time in 8 years shows 
that the aggregate production of opioid painkillers actually flat- 
tened, so instead of seeing that incredibly steep increase in abuse 
and the increase in manufacturing, we also saw a flattening. I 
think as we brought more attention to this, it is going to be coming 
down. 

The other concern would be trying to restrict particular quotas 
for particular drugs. We will just turn to a different drug with a 
different problem, and it could lead to subsequent abuse. So I think 
quotas is one answer and I think that it needs to be more robustly 
looked at, and I think those questions along with our FDA partners 
are important ones, but I also think that we are beginning to turn 
the corner on not only the aggregate amount of these painkillers 
that are produced but also on the registrants who will have to have 
the mandatory education, the number of scripts they write. 

Ms. Leonhart. And I agree with Director Kerlikowske. A hun- 
dred and twenty-one tons of pills were collected at the take-back 
in September. There are a number of reasons, a number of things 
we need to look at. Over-prescribing, you brought up as an issue. 
I believe that is correct. I believe that it requires more education 
for the practitioners who are prescribing, more education for par- 
ents, more education for young adults and teens who are turning 
in amazing numbers to prescription drugs as their drug of choice, 
and DEA is looking at the entire spectrum, and we are striking at 
every level of the distribution chain, and our problem is that with 
quotas, you know, we have a job to make sure that there is enough 
medication produced and available for patients in need and we 
need to balance that with making sure that people that are not pa- 
tients that have a medical reason for these drugs don’t get it. So 
it is that balancing act, and the problem with quotas is also that 
no matter what we do there, there will still be a legitimate group 
of people that need that medication and so we try to get that target 
number. 

Mrs. Bono Mack. Excuse me. My time is expired. I just wish I 
would hear you focus more on the people who are dying from these 
narcotics and painkillers than worrying about getting more out 
there. To me, the problem is 30,000 people a year are dying. 

And with that, I need to yield to Mr. Gonzalez for 5 minutes. 

Mr. Gonzalez. Thank you very much. Madam Chair, and again, 
thanks to the witnesses. And I understand that once a drug is 
manufactured, there are only certain ways it gets out there to the 
consumer, and that is going to be — it is on the shelves of the hos- 
pitals or the pharmacist and then there is the prescription written 
by the doctor. So I want to talk about databases. 

The first thing that occurs to me is that the most effective data- 
bases, and you have to have the assistance of all these individuals 
I just indicated. Those are the points of origin. So like you are 
going to deal with any problem, you have to figure out if you go 
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there first and try to control it the best you can, then we can deal 
with the other things that take the responsibilities of parents and 
such to make sure that there is not the availability of those drugs 
in the medicine cabinet and so on. And then there are some other 
issues but I will discuss it with another panel, and it is going to 
go to what the chairwoman was talking about, the amount of pre- 
scription drugs out there and what we can do. 

But until we really have, in my opinion, a truly robust and very 
effective, widespread adoption of electronic medical records, health 
information technology, which is something that we have been at- 
tempting to do since I got here some years ago, I don’t see how ef- 
fective it is really going to be. Do you have any concerns about the 
abilities of all these different providers or points of origin to be able 
to access and to supply information in a manner that is timely and 
is going to be available and of course electronically based? 

Mr. Kerlikowske. You are absolutely right. I think it is a shame 
that when we have to have a chart that goes to the most recent 
data of 2006 or 2007. The President’s Drug Control Strategy de- 
voted an entire chapter to the fact that timely, robust, critical in- 
formation, whether it is the Drug Abuse Warning Network, which 
is number of people brought into the emergency rooms, whether it 
is the number of people we test in only 10 jails in the country for 
the drug problems of people coming in to the jail regardless of what 
they were arrested for. All of that information is so helpful, and 
frankly, it is not timely and it is not as relevant as it should be 
and therefore it makes it difficult, I am sure for you in the policy- 
making area and it certainly makes it very difficult for us in that 
area. So we have devoted this entire chapter to strengthening these 
kinds of systems, and I agree with you, electronic health records 
will be an important step forward. 

Mr. Gonzalez. Administrator Leonhart? 

Ms. Leonhart. I agree as well, and last June we started the e- 
prescribing. I had signed for that, and it went into effect in June 
and we are hoping that e-prescribing helps. I agree with you com- 
pletely. And also, we do have 34 States that currently are using 
prescription drug monitoring program system and we see the value 
in doing that, how having a doctor or a pharmacist have the ability 
to look into a system and find out that someone has been doctor 
shopping or going from pharmacy to pharmacy has definitely as- 
sisted the States that have enacted those systems in preventing di- 
version. 

Mr. Gonzalez. And I know that we are always going to have this 
conflict. First of all, you have to respect confidentiality, the rela- 
tionship of the patient with the doctor or the pharmacist, the pro- 
fessional and so on. How do we balance all that? I mean, my fear 
is that people — one of the greatest impediments is people don’t like 
the fact that this kind of information is going to be shared or is 
going to be made available. Now, I just believe that if it is made 
available to the health care professional and in fact they act profes- 
sionally, they are an incredible player or actor in this whole chain 
of how these drugs get out there. How do we balance the confiden- 
tiality aspects of it with, as we have said, a timely and robust data- 
base? 
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Mr. Kerlikowske. The PDMPs, I think the value in them is that 
they are designed by the States. So when the States enact them, 
they can put in the patient privacy and the confidentiality rules 
that they feel are best. They can also design them as to who has 
access to them. Some allow at certain points access by law enforce- 
ment agencies. But frankly, the practice of medicine is governed by 
the States, the boards of pharmacy and the medical boards in each 
of those States having access to those including routine reports 
that are generated from the PDMPs actually put the information 
in the hands of the people that have the power to regulate medi- 
cine within each particular State. 

Ms. Leonhart. On your next panel, you have Governor Beshear 
here, and I know Kentucky is a State that implemented PDMPs, 
was very concerned about privacy issues and their systems have 
been up and running and have not had problems in that area, and 
as we look at the other 33 States that have PDMPs up and run- 
ning, they have addressed those privacy issues and that has not 
been a deterrent that has worked and that is why nine additional 
States have moved and have pending legislation in their States and 
are moving towards PDMPs. They have worked those issues out. 

Mr. Gonzalez. Thank you very much. I yield back. 

Mrs. Bono Mack. I thank the gentleman. The chair recognizes 
Mr. Guthrie for 5 minutes. 

Mr. Guthrie. Thank you. Madam Chairman. In the interest of 
time, I just want to ask one question and throw it out to both of 
you. 

I understand that prescription drugs are more accessible to peo- 
ple in the family. They get them from family members. You know, 
a parent may have OxyContin in the house where they wouldn’t 
hopefully have one that you would typically get on the street with- 
out prescription drugs. But however, what level is the prescription 
drug trade also in organized crime, the drug cartels? You know, is 
it just doctors over-prescribing or is there a whole network like you 
have in other type of drug issues? 

Ms. Leonhart. I can tell you from our enforcement cases, and 
we were surprised a few years back, we thought that they would 
act, there would be different organizations, they would act dif- 
ferently because they for the most part are from the medical pro- 
fession, they are pharmacists, and actually they are organized. We 
learned from Florida, these pill mill organizations, they are orga- 
nized just like other organized crime and other crime groups selling 
coke and heroin. 

Mr. Guthrie. Are they the same groups? Are the cartels orga- 
nizing the pill mills or is a different structure, I guess is my ques- 
tion? 

Ms. Leonhart. I will say that they are for the most part dif- 
ferent groups. We don’t have a problem with prescription drugs 
coming from the Mexican drug cartels, for instance. This is one of 
those cases where the sources of supply are not in Columbia, are 
not in Mexico. The sources of supply are right here domestically. 

Mr. Kerlikowske. I held a law enforcement roundtable last 
month in Buffalo, and one of the enforcement agents talked about 
a drug dealer in a particular section of the city in which heroin was 
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being dealt and then they had a subcomponent with a dealer deal- 
ing prescription drugs across the street. 

Mr. Guthrie. Thank you, Madam Chairwoman. I will yield back 
in the interest of time. 

Mrs. Bono Mack. Will the gentleman just yield for one quick 
question? 

Mr. Guthrie. Yes, I will yield to the chairwoman. 

Mrs. Bono Mack. Just briefly, can you explain how many people 
are dying from the illicit drugs any longer as compared to prescrip- 
tion drugs? 

Mr. Kerlikowske. The prescription drug overdose death, that is 
driving the numbers that have spiked so significantly. They cause 
more deaths than both heroin and cocaine combined. 

Mrs. Bono Mack. Thank you, and the gentleman yields back so 
the chair recognizes Mr. Towns for 5 minutes. 

Mr. Towns. Thank you very much. 

Let me begin by — you mentioned the fact that there were 34 
States using the monitoring system. Have you been able to detect 
that those States that are using the monitoring system, that the 
problem is not as severe in those States? 

Mr. Kerlikowske. There are two things that I think will be 
helpful, and one is that there is a recent evaluation done by the 
CDC through a contract, I believe, on prescription drug monitoring 
programs. They are relatively new. Some are used more and some 
are more robust than others. The other issue will be, how can they 
exchange information across State lines. All of the physicians that 
I have talked to and all the people that I have been privileged to 
be engaged with that have had these programs find them not only 
to be helpful in identifying doctors who may be over-prescribing but 
patients who may be doctor shopping, and the doctors themselves 
talk about it as a patient safety tool. 

Ms. Leonhart. I will say that we are looking at the trends. Flor- 
ida is ground zero for prescription drug abuse, and there is 

Mr. Towns. Do they monitor? 

Ms. Leonhart. There is no current PDMP in place in Florida. As 
we took action over the last year in Operation Pill Nation, we are 
seeing these pill mills actually move and they are starting to show 
up in Georgia. Georgia is a State without a prescription drug moni- 
toring program. So we are concerned. We believe that States that 
do enact prescription drug monitoring programs, that is one of the 
first things they can do to combat diversion in their States. 

Mr. Towns. Is there any program in place to work with families 
that might be taking a certain type of medication that might be 
very susceptible to illegal use in terms of a drug, if it in a cabinet 
that is locked? Is there any kind of training program in place? 

Mr. Kerlikowske. And I think when you hear later on from 
General Dean and the CADCA group, and we fund through our 
partner SAMHSA 740 drug-free communities, part of those coali- 
tions will be, part of their mission is to educate people about the 
dangers of the prescription drugs. There are now locking medicine 
cabinets that have been made available. There are pill containers 
that have locks. But we also think the important part is bringing 
this to the attention of people about what is inside. As the chair- 
man mentioned, when you collect 121 tons of pills across the coun- 
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try in one 4-hour period, thanks to the leadership of DEA, that 
should he in my old joh a clue that we have a problem. 

Ms. Leonhart. We have been able to use the take-back initiative 
and will on April 30th do the same thing to make it not only be 
a way to safely dispose of your expired and unused medication but 
also to educate, and I attended one of the sites on September 25th 
for the take-back, talked to a number of people who showed up 
turning in their prescription drugs, and to a T they all said they 
didn’t realize they had the medications stacking up in their medi- 
cine cabinet because they didn’t want to flush it, they didn’t want 
to throw it in the trash in case could someone else could get it, they 
didn’t know what to do with it. So the beauty of the take-back has 
been a way to educate, educate families about how to secure the 
medications, and overall having people realize that they don’t need 
to hold on to that medication and that they have elderly in the 
home that could be confused and take the wrong medication and 
they have young adults in the home, and that is the number one 
source of supply for them. 

Mr. Towns. Thank you very much. Madam Chair. I yield back. 

Mrs. Bono Mack. I thank the gentleman. The chair recognizes 
Mr. McKinley for 5 minutes. 

Mr. McKinley. Thank you. Madam Chairman. 

I am just curious. In the Appalachian area of this country that 
has such a high prevalence of misuse, why is that occurring? Is 
that because the medical community is abusing their prescription 
authority? I am just trying to get a sense of why is one area so 
highly using painkilling medicine? 

Mr. Kerlikowske. We just spent 4 days, 3 days in eastern Ken- 
tucky and 1 day in West Virginia, and spent a lot of time asking 
people and looking at that including interviewing 14 women who 
were in the jail system as a result, 13 of them for 

Mr. McKinley. Can you speak up just a little bit, please? 

Mr. Kerlikowske. Thirteen of them as a result of prescription 
drugs, and what we found, particularly in Appalachia, was that, 
one, people all know each other and they sometimes share those 
drugs that are in their medicine cabinet, somebody has a back pain 
and somebody else shares and says here is something that I found 
helpful. The other problem came about as a result of people who 
had been prescribed a painkiller as a result of an injury, it could 
have been even a mining injury, and then ended up in a problem 
with that. It is a huge and significant problem and we couldn’t 
have made the inroads in understanding it better without the sup- 
port of Congressional staff that spent the 4 days with us there just 
less than 2 months ago. 

Ms. Leonhart. And I would like to add that from our investiga- 
tions and what we see, just as Kentucky, Ohio, Tennessee, we saw 
people that went down to Florida and would go to these pill mills. 
We saw that that is a major source of supply for the pills that are 
on the streets in West Virginia, junkets, people that, you know, 
busloads of people that would go down to Florida, go to all these 
pill mills, get as many pills as they can, return to your area and 
not only were some of them addicted themselves but they had mul- 
tiple — 
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Mr. McKinley. I am just struggling to understand why Appa- 
lachia. Why not Georgia? Why not Alabama? Why is it the Appa- 
lachia area is singled out for such high drug use, high painkiller 
use. I just wonder if the prescribing physicians are — if it is the pre- 
scribing physician. Maybe it is a pill mill. But what can we do? Be- 
cause I struggle with it is just a region. I think it is a national 
issue. 

Mr. Kerlikowske. It is. 

Mr. McKinley. Because I think neighbors in New York City 
know their neighbors just as well as we do in West Virginia. 

Mr. Kerlikowske. And you are absolutely right. As my travels 
across the country have clearly shown, the prescription drug prob- 
lem affects everyone regardless of race, ethnicity, gender or eco- 
nomic station in life. In particular, I think it gets more attention 
in Appalachia because of the abuse, and we heard a number of dif- 
ferent reasons. I also think that it doesn’t get quite the attention 
perhaps in some places because everyone that we met, they are 
community minded, they know each other, and there were no se- 
crets. So if you had a friend or a relative that was suffering as a 
result of prescription drug abuse, other folks knew about it. But I 
think that bringing attention to it, I think the work that the Con- 
gressional staff has done in both places. West Virginia and Ken- 
tucky, will make a big difference. 

Mr. McKinley. Thank you. I yield back my time. 

Mrs. Bono Mack. I thank the gentleman. The chair recognizes 
Mr. Harper for 5 minutes. 

Mr. Harper. Thank you. Madam Chair. 

Director Kerlikowske, as you look at this issue, are PDMPs the 
only option out there for States to implement the sharing of this 
type of information? 

Mr. Kerlikowske. Right now for looking at doctors who may be 
over-prescribing or patients who may be doctor shopping, the only 
systems available are those state-run, statewide PDMPs. 

Mr. Harper. Well, are there any State PDMPs that stand out to 
you as a role model for other States to follow that you really are 
impressed with? 

Mr. Kerlikowske. As the Administrator also mentioned, I think 
we are both very impressed with what has happened in Kentucky. 

Mr. Harper. With that, I yield back. Madam Chair. 

Mrs. Bono Mack. I thank the gentleman, and the chair now rec- 
ognizes Ms. Blackburn for 5 minutes. 

Mrs. Blackburn. Thank you so much, and I want to thank you 
all for being here. Very quickly, just a couple of things. 

Listening to you, reading your opening statements, accessibility 
is the big problem, it seems, and you are trying to get into that, 
part of that, as I mentioned in my questions to you, looking at both 
the education components with individuals’ physicians and I think 
also personal responsibility and parental participation in this. 

Let me talk just a minute with you. Ms. Leonhart, you men- 
tioned State monitoring systems, the problems in Florida, the pain 
clinics as being a problem. In Tennessee, I mean, we have been 
talking about over-prescribing by physicians since the days of 
Elvis, and, you know, how are you all working with that? If you 
are doing State monitoring systems, is there a method that you are 
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using to incentivize or grant to the States? What is your position 
on that and how are you helping with the local and the State com- 
ponent of that, and if you want to submit this in writing, because 
I know we are tight on time, that is fine. But listening to you, it 
seems if you going to say let us get to the crux of this, that getting 
to that linkage between your local and State agencies is part of the 
crux and dealing with that over-prescribing is another component. 

Ms. Leonhart. We would be glad to submit to you after the 
hearing information on specifically what we are doing in Tennessee 
and know that the law enforcement officials in Tennessee have 
worked with us, are partnered with us to do what we can to help 
Tennessee and in many ways they were kind of ahead of everyone, 
Tennessee and Kentucky, when it came to use of the Internet. We 
learned from Kentucky and Tennessee, for instance, that there 
were all these deliveries being made to people who were ordering 
substances over the Internet. Working with them, they helped us 
develop an Internet strategy. They are up on the problem. They 
have worked with us on the problem. But I will provide additional 
information. 

Mrs. Blackburn. That will be great, and articulate what you are 
doing with the grants and the incentive end. 

Thank you. Yield back. 

Mrs. Bono Mack. I thank the gentlelady. The chair recognizes 
Dr. Cassidy for 5 minutes. 

Mr. Cassidy. I will also submit a few extra questions for the 
record, but in the interest of time, I will limit myself. 

Ms. Leonhart, in your testimony you refer to civil penalties levied 
against McKesson, CVS, Cardinal. So what is the role of these 
intermediaries and what is the role of the manufacturer in terms 
of controlling this problem? 

Ms. Leonhart. Well, manufacturers and distributors have a part 
to play. They have responsibilities, and what we do at DEA is we 
make sure that we make them aware of methods of diversion and 
ways that their companies, their organizations can do more to pre- 
vent diversion. In these cases, our investigations showed over and 
over again that these companies were not doing enough to prevent 
diversion. So we used our administrative authorities working with 
U.S. Attorney’s offices around the country. We have brought more 
civil 

Mr. Cassidy. Well, let me ask you, I am sure there is supply 
chain control. Are they required to report to you that Smith’s Phar- 
macy in Dade County is ordering 500 percent more prescription 
drugs than you would think normally such a pharmacy would? 

Ms. Leonhart. Yes, they have a responsibility to report diver- 
sion. They have a responsibility to report any suspicious order. 

Mr. Cassidy. Define “diversion.” 

Ms. Leonhart. I am sorry. 

Mr. Cassidy. Define “diversion.” 

Ms. Leonhart. Diversion is where the controlled system for 
pharmaceuticals is not used, where pills and substances find their 
way outside of this closed distribution system. For instance, thefts, 
they are to report thefts and losses but they are also to report 
pharmacies or rogue pharmacies that are ordering from them and 
ordering amounts that changed or anything that raises a red flag 
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that they are outside of their normal practices. We have inves- 
tigated many cases that have actually started from tips from the 
companies who have reported these suspicious orders. 

Mr. Cassidy. OK. Thank you very much. 

Ms. Leonhart. And those that are not doing it, then we hold 
them responsible. 

Mr. Cassidy. I yield back. 

Mrs. Bono Mack. I thank the gentleman, and the chair recog- 
nizes the gentleman from Washington, Mr. Inslee, for 5 minutes. 

Mr. Inslee. Thank you. Madam Chair. Thanks for letting me 
join you today. 

Chief, thanks for your leadership here. I just wonder if you can 
give us an update on the implementation of our drug take-back leg- 
islation, and it is very timely. I just left Lisa Jackson, the EPA Ad- 
ministrator, and we were talking about endocrine disrupters in the 
water system that are changing the basic physiology of fish and 
frogs in rather disturbing ways. So we would like to know how we 
are doing on this. 

Mr. Kerlikowske. Earlier, the remarks were made about truly 
what a bipartisan issue this is, and to see the legislation passed 
in both Houses and the President sign it and then DEA to be so 
involved and having public hearings already to look at how to re- 
structure the way that pills can be safely disposed of and not caus- 
ing environmental damage has been really heartening. We have 
had great cooperation from EPA. DEA is certainly the lead and I 
am sure the Administrator can mention that. But we are making 
good progress, and I think the other part is the interim steps that 
DEA has been taking through the drug take-backs. The next one 
will be April 30th for your calendar. 

Mr. Inslee. Thank you. 

Ms. Leonhart. And I will add that we did hold a hearing a few 
months ago. Over 150 witnesses appeared. We took their informa- 
tion, their comments. We are working that, and we believe that we 
will actually have a proposed rule by the end of the summer. We 
will publish that proposed rule. That will go out for a comment pe- 
riod and we will then review all those comments and move forward 
with a final rule. But it is on track and comments have come in. 
We are reviewing them, and we want to especially thank you for 
participating in that. 

Mr. Inslee. So what would you describe as your biggest chal- 
lenges to make this actually work? You know, law enforcement is 
stressed. We have had reductions in the COPS program, and every- 
body has budgetary issues. If you were going to describe challenges 
that perhaps we could help you with in any way, what would you 
say they are? 

Ms. Leonhart. Well, making sure that law enforcement has the 
tools to combat this at every level of the distribution chain, but it 
is also doing what we can. One of your panels has a number of the 
community coalitions and the community groups, the prevention 
groups. It is making sure that they are getting the message out 
and they are getting the support to be able to do that. It is working 
with doctors and prescribers and the medical community. It is what 
Director Kerlikowske and I will be announcing next week with this 
new prescription plan. 
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Mr. Kerlikowske. Reauthorizing NASPER, removing the barrier 
that restricts the Veterans Administration from sharing prescrip- 
tion drug information, these are all things that Congress can actu- 
ally do, requiring mandatory prescriber education, those things. 

Mr. Inslee. Thank you very much. 

Mrs. Bono Mack. I thank the gentleman. The chair recognizes 
Mr. Kinzinger for 5 minutes. 

Mr. Kinzinger. Thank you. Madam Chairwoman. 

In the interest of time, I am going to keep this pretty short. For 
Ms. Leonhart, I have learned that certain companies are beginning 
to do a lot of reformulating of opiates drugs to make it more dif- 
ficult for abusers to use and abuse the product. Do you believe re- 
formulating has been effective in preventing the abuse of these 
drugs? 

Ms. Leonhart. I appreciate the efforts in trying to reformulate 
so that they are not easily abused. However, I am concerned be- 
cause we have seen with OxyContin that as soon as that was put 
out, we heard that even on the Internet they were announcing 
ways that you could go around that. So we are very concerned but 
we don’t want to discourage industry from continuing to develop 
these drugs that can’t be easily abused. 

Mr. Kinzinger. So have there been for either of you any discus- 
sions about encouraging drug companies and generics to follow suit 
or is this something that you personally feel is ineffective and not 
really worth pursuing? 

Ms. Leonhart. I believe it is worth pursuing. 

Mr. Kinzinger. That is pretty much all I have unless you have 
something, sir. All right. I will yield back. 

Mrs. Bono Mack. I thank the gentleman very much, and I be- 
lieve that concludes this panel. I want to thank our witnesses very, 
very much for your hard work on this issue, certainly the boots on 
the ground who are working this day in and day out and risking 
their lives to keep our society safe. We thank them all very much. 
Again, appreciate your being here. 

The subcommittee will take about a 5-minute recess while we 
switch panels. 

[Recess.] 

Mrs. Bono Mack. The hearing will come back to order, please. 
On our second panel today, we have two very distinguished wit- 
nesses who are both deeply involved in the issues of prescription 
drug abuse and prescription drug diversion, which obviously go 
hand and hand. We are honored to have Florida Government Rick 
Scott and Kentucky Governor Steve Beshear with us today for a 
perspective on how this battle is faring in their States. 

Without objection, I would like to yield 1 minute each to Mr. 
Stearns and to Mr. Guthrie for welcoming remarks. Mr. Stearns, 
you are recognized for 1 minute. 

Mr. Stearns. Good morning, and thank you. Madam Chair. 

I am delighted to introduce my distinguished governor, Rick 
Scott, to testify today on prescription drug abuse. He is a U.S. 
naval veteran and a lawyer from Southern Methodist where he re- 
ceived his law degree. He started a business himself and met a 
payroll. He actually started Columbia Hospital Corporation and 
later became HCA. He has had experience with small business that 
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he and his wife and family and mother started to eventually be- 
come a large business. He was elected the governor in November 
2010. He is the 45th governor in our State. He lives in Naples, 
Florida, with his wife, Ann, of 38 years and they have two lovely 
daughters, and I am certainly very proud to introduce Governor 
Rick Scott. 

Thank you. Madam Chair. 

Mrs. Bono Mack. And thank you. Mr. Guthrie, you are recog- 
nized for 1 minute to introduce your witness. 

Mr. Guthrie. Thank you. Madam Chairman, and my voice is 
kind of raspy because Kentucky is in full splendor. Its bloom is 
there and it is a beautiful place to be, and I invite people to come. 
And in a month, we will have the world watching us, which we are 
excited about, with the Kentucky Derby. 

But I am pleased to have Governor Beshear here, and I can 
speak for the whole delegation on our side that we worked together 
on this issue and we will work with our governor on this issue and 
make sure we move forward in Kentucky because it is a big issue. 
We have a great State, a beautiful State, but this is a problem that 
we are exposing here today and we are working to address. 

And Governor Beshear has been involved in Kentucky politics 
since being elected president of his UK class. University of Ken- 
tucky, so just a few years ago he got started in politics. But he has 
been in the General Assembly, attorney general, lieutenant gov- 
ernor, and very active in civic life as an attorney in Lexington, and 
actually from West Kentucky, but practiced in the Lexington area. 
We are really pleased to have you here. Unfortunately, he got elect- 
ed in 2007, I got elected here in 2008, so we only had a year that 
we worked together in Frankfort but enjoyed working with you and 
I am pleased to have you here today. Thank you. 

Mrs. Bono Mack. I thank my colleagues, and also join them 
along with the entire subcommittee in welcoming the two of you 
today. You will each be recognized for 5 minutes. There are timers 
on either side of your table that will reflect green. As they turn yel- 
low, that means you are, surprise, surprise, getting close to needing 
to wrap it up, and when it hits red, if you could come to a conclu- 
sion of your remarks as quickly as you can, we would appreciate 
it very much. 

So Governor Scott, you are recognized for 5 minutes. 

STATEMENTS OF RICK SCOTT, GOVERNOR, STATE OF FLOR- 
IDA; AND STEVE BESHEAR, GOVERNOR, COMMONWEALTH 

OF KENTUCKY 


STATEMENT OF RICK SCOTT 

Mr. Scott. Chairman Bono Mack and members of the sub- 
committee, thank you for convening this important hearing on the 
perils of the illegal distribution of prescription drugs. I ask that my 
full testimony be submitted for the record. 

During my campaign and since becoming Florida’s governor on 
January 4th, I have heard firsthand the heart-wrenching stories 
from family members and friends of those who have lost their live- 
lihoods and tragically their loved ones to prescription drug addic- 
tion. So I have been working on solutions to this problem since 
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being elected. And Chairman Bono Mack, I know you have been 
personally touched by this epidemic. 

Florida, like much of the Nation, has a long history in the fight 
against criminal drug distribution. The names of the drugs have 
changed but the problem has remained. Today, one of the most 
common names in the fight is oxycodone. Consider some of the sta- 
tistics from my State and the scope of the problem becomes clear. 
Ninety-eight of the top 100 doctors dispensing oxycodone nationally 
are in Florida concentrated around Miami, Tampa and Orlando. A 
hundred and twenty-six million pills of oxycodone are dispensed 
through Florida pharmacies. By far, more oxycodone is dispensed 
in the State of Florida than in the rest of the Nation combined. 

The targets for law enforcement have often been the street deal- 
ers and addicts, essentially the bottom level of the distribution 
chain. One tool that focuses on end users is a database focused on 
the patient level. This month in Florida, my Department of Health 
began implementation of such a database. While the database 
moves forward, I am working on satisfying the privacy concerns of 
law-abiding concerns. In 2009, the Associated Press reported a 
massive privacy breach when hackers broke into Virginia’s pre- 
scription drug database. They obtained more than 8.2 million pa- 
tient records and a total of nearly 36 million prescriptions. In Flor- 
ida, I continue working with my legislative partners to find solu- 
tion that protect patient privacy. 

More important than computer databases, though, is focus on the 
resources of my administration on a law enforcement solution that 
starts at the top of the distribution chain instead of the bottom. 
Every day, we see that pharmaceutical manufacturers and whole- 
salers turned a blind eye when massive amounts of narcotics 
stream into the same regions of Florida. Meanwhile, unscrupulous 
doctors work with storefront pill mills masquerading as legitimate 
health clinics. At each level, there is an opportunity for law en- 
forcement to intervene and stop the illegal flow of drugs into our 
communities. 

In these first few months of my administration, I committed to 
provide a law enforcement solution, a statewide drug strike forces. 
It ensures open channels of communication and multi-agency co- 
operation. The goal is clear: target the sources of these drugs before 
they hit the streets. It gives our local sheriffs and police chiefs a 
statewide coordinated effort that provides intelligence, analytical 
and investigative support. As I speak to you today, local law en- 
forcement strike teams are working to identify, investigate and ap- 
prehend those in the medical and pharmaceutical distribution 
chains. I also directed all the state agencies in Florida to identify 
investigative resources, licensing and registration information and 
analytical research that can be used by law enforcement. Florida 
Attorney General Pam Bondi is working with prosecutors across 
our State to ensure these criminals are prosecuted to the fullest ex- 
tent of the law. I am grateful to all of these professionals for their 
commitment to this important work. 

Not only are these efforts focused on Florida, we are also coordi- 
nating with other States to shut down a national prescription drug 
pipeline that some have called the Oxy Express. We are aggres- 
sively working to shut down the illegal supply of prescription drugs 
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from our State both inside and outside of Florida. Since the begin- 
ning of my administration, there have been more than 50 arrests 
around the State including a statewide sweep by law enforcement 
that raided 15 pill mills in three south Florida counties. 

Just the other day, I was disappointed to learn that a deputy 
sheriff in south Florida was the first drug trafficking arrest made 
since the initiation of the strike force. It is too early to go into the 
details on this and other cases but I can tell you more investiga- 
tions are underway and arrests will continue. 

With my partners in the Florida Legislature, we will pass legisla- 
tion in the next 3 weeks to prevent doctors from dispensing nar- 
cotics and require doctors to divest of their pharmacies. Doctors 
who have forsaken their commitment to people’s health in ex- 
change for the quick buck of unethical and criminal dispensing 
must be put to an end. We will also closely review the activities 
of wholesalers in Florida and we will put in place tough penalties 
for these manufacturers and distributors who fail to help us turn 
off the illegal supply chain. 

Let me conclude by telling you that this strategy centered on a 
law enforcement solution and targeting the top of the distribution 
chain rather than the bottom will make a difference. I applaud this 
committee for taking a serious look at the issue and I want to ask 
you to also focus your energy at the sources of this problem. To- 
gether, if we hold the manufacturers, wholesalers, doctors and 
pharmacies accountable, we can win this fight. Thank you very 
much. 

[The prepared statement of Mr. Scott follows:] 
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The Honorable Governor Rick Scott 
State of Florida 

Testimony Before the United States House of Representatives 
Energy and Commerce Committee 
Subcommittee on Commerce, Manufacturing and Trade 
Hearing on the Growing of Prescription Drug Diversion 
April 14, 2011 


Chairman Bono Mack, Vice Chair Blackburn, Ranking Member Butterfield, and 
members of the subcommittee, I want to thank you for convening this important hearing 
on the perils of the illegal distribution of prescription drugs. This dangerous problem is 
destroying communities in my state and across the nation, so I thank you for your 
attention. 

Last year, throughout my campaign, and in the months since I was sworn in as Florida’s 
Governor, I have heard firsthand the heart wrenching stories from family members and 
friends of those who have lost their livelihoods, and, tragically, their loved ones to 
prescription drug addiction. And, Chairman Bono Mack I know you have been 
personally touched by this epidemic. 

Florida, like much of the nation, has a long history of criminal drug enterprises. The 
drugs have ruined lives and threatened the safety of our fellow citizens. Across the 
decades, the names of the drugs have changed, but the problem has remained, 

T oday, one of the most common names when it comes to the diversion of legal 
pharmaceuticals for illegal use is Oxycodone. If you consider some of the statistics from 
my state, the scope of our problem is made clear. 

Consider these facts that come from an analysis of the U.S. Drug Enforcement 
Agency's (DEA) data: 

• 98 of the top 100 doctors dispensing Oxycodone nationally are in Florida - 
concentrated in the Miami, Tampa, and Orlando regions, (see Chart #1 attached) 

• 126 million pills of Oxycodone are dispensed through Florida pharmacies - most 
of them are in or near the Tampa, Orlando, and Miami regions, (see Chart #2 
attached) 

• By far, more Oxycodone is dispensed in the state of Florida than in the rest of the 
nation, (see Chart #3) 

When confronted with these numbers, a serious problem is plain to see. However, the 
nature of our response to the problem is sometimes less clear. 

The targets for law enforcement have often been the street dealers and addicts - 
essentially the bottom level of the distribution chain. In fact, one tool that focuses on end 
users is a database focused on the patient level. This month in Florida, my Department 
of Health began implementation of such a database. 
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As the database implementation moves forward, I must draw your attention to a 
serious risk that i believe databases like this pose to the privacy of individuals - most of 
whom are law-abiding individuals. 

As you know, in 2009 the Associated Press reported a massive privacy breach when 
hackers broke into Virginia’s prescription-drug database. They obtained more than 8.2 
million patient records and a total of nearly 36 million prescriptions. 

So, while the database in Florida is brought online, I continue working with my 
legislative partners to find solutions that protect patient privacy. 

More important than computer databases, though, is focusing the resources of my 
administration on a law enforcement solution that starts at the top of the distribution 
chain - instead of the bottom. 

Every day, we see that pharmaceutical manufacturers and wholesalers turn a blind eye 
when massive amounts of narcotics stream into the same regions of Florida week after 
week. Meanwhile, unscrupulous doctors work with storefront pill mills masquerading as 
legitimate health clinics. Each of these levels (see Chart #4) provides an opportunity for 
law enforcement to intervene and stop the illegal flow of drugs into our communities. 

Since my first days in office, I was told by law enforcement professionals at the state, 
county and local level that we needed a coordinated, law enforcement response to this 
criminal plague. Something that, according to law enforcement, had been lacking in 
Florida. 

So, recently, I had the privilege of standing alongside representatives of Florida’s law 
enforcement community, some of the best professionals in the nation, to initiate an 
immediate law enforcement response to criminal drug trafficking in Florida. 

This action, the creation of a Statewide Drug Strike Force, meant that from the highest 
offices of statewide law enforcement down to the street cops in our cities, we would 
open the channels of communication and ensure multiagency cooperation. The goal is 
clear: target the sources of these drugs before they hit the streets. 

Until recently, the burden of enforcement has primarily fallen on local jurisdictions. 
However, our local sheriffs and police chiefs simply cannot continue to tackle this 
mounting issue alone. They need the assistance of a statewide coordinated effort that 
provides intelligence, analytical, and investigative support. 

Today in Florida, local law enforcement strike teams are working to identify, investigate, 
and apprehend those in the medical and pharmaceutical distribution chains who are 
facilitating the abuse of prescription drugs. Commissioner Gerald Bailey of Florida’s 
Department of Law Enforcement serves as the statewide coordinator to support the 
work of local law enforcement, and local strike teams are co-led by Florida’s sheriffs and 
police chiefs. 

In addition, I directed all of the state agencies in Florida that are under my purview to 
identify investigative resources, licensing and registration information, and analytical 
research that can be used by law enforcement. 
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Specifically, I have directed the Florida Department of Health and the Agency for 
Health Care Administration to provide regulatory and licensing personnel; the 
Department of Business and Professional Regulation Division of Alcoholic Beverages 
and Tobacco to provide sworn investigators. Plus, my colleagues on the Florida 
Cabinet have authorized the Florida Highway Patrol’s participation, and investigators 
from the Division of Insurance Fraud are supporting this effort. Attorney General Pam 
Bondi is working with prosecutors across our state to ensure these criminals are 
prosecuted to the fullest extent of the law. I am grateful to all of these professionals for 
their commitment to this important work. 

Not only are these efforts focused on Florida, but we are also coordinating with other 
states to shutdown a national prescription drug pipeline that some have called the “Oxy 
Express.” 

In these first days, I can report that a strike force in Central Florida has already assisted 
in an out-of-state case last week. Just the other day, I was disappointed to learn that a 
Deputy Sheriff in South Florida was the first drug trafficking arrest made since the 
initiation of the Strike Force. At this point it is too early to go into details on these cases, 
but I can tell you investigations are undenway and we expect arrests to continue. 

I believe these efforts are the crucial and necessary tools to turn off the supply of drugs 
into and out of Florida. But there is more for Florida to do. 

With my partners in the Florida Legislature, we are moving legislation to limit how 
doctors dispense narcotics and making sure doctors divest from pharmacies. The role 
of doctors who have forsaken their commitment to people’s health in exchange for the 
quick buck of unethical and criminal dispensing cannot be overstated and absolutely 
must be put to an end. 

We will also closely review the activities of wholesalers in Florida, and we will put in 
place tough penalties for those manufacturers and distributors who fait to help us turn 
off the illegal supply chain. 

Let me conclude by telling you I believe we can fight this problem and, with the right 
strategy, I believe we can win. In my opinion, that strategy is centered on a law 
enforcement solution that focuses resources at the top of the distribution chain rather 
than the bottom. 

I applaud this committee for taking a serious look at the issue and would ask you to also 
focus your energy at the sources of this problem. Together, if we hold the 
manufacturers, wholesalers, doctors and pharmacies accountable, we can win this fight. 


Thank you. 
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Mrs. Bono Mack. Thank you, Governor Scott. 

Governor Beshear, you are recognized for 5 minutes. 

STATEMENT OF STEVE BESHEAR 

Mr. Beshear. Thank you, Madam Chairwoman, members of the 
committee. Thank you for allowing us to come here and discuss a 
national crisis that has been particularly destructive in Kentucky 
and in Appalachia in general, and that is the crisis of prescription 
drug abuse. 

Let me be frank. Our people in Kentucky are dying. An average 
of 82 Kentuckians each month fall victim to drug overdoses, the 
majority related to prescription drugs. That is more than two peo- 
ple a day. To put that in perspective, more people in Kentucky die 
from overdoses than from car wrecks. Greater still is the number 
of families decimated by the financial and social toll of this illicit 
drug use. In the words of our law enforcement officials, medical 
professionals and coroners, what has long been a problem has be- 
come an epidemic. 

Our response in Kentucky has been aggressive. We have ramped 
up enforcement. We have expanded the availability of treatment 
and we have implemented high-tech monitoring and recordkeeping 
while working to share that information with other States. Our 
prescription drug monitoring program called KASPER was created 
more than a decade ago as a tool for both the medical and law en- 
forcement communities and is now available electronically. Singled 
out by the White House in 2006 as a national model, KASPER is 
inclusive and easily accessible. Furthermore, in 2005 Kentucky be- 
came one of the first States to require a doctor’s examination for 
the writing of scripts for powerful painkillers and to require Inter- 
net pharmacies to be licensed in the State. Three years later. Con- 
gress passed the Ryan Haight Act. 

But these innovative efforts have not been enough because as 
Kentucky has tightened its net, illicit drug users have found ready 
supplies of prescription drugs in other States with looser regula- 
tions, and we are not equipped to stop that. What is needed clear 
is an aggressive nationwide response, one that recognizes that this 
country’s prescription drug strategy is only as strong as the weak- 
est link in the chain. 

I am here to push three thoughts. One, I urge Congress to con- 
tinue providing resources to the Harold Rogers Prescription Drug 
Monitoring Grant Program so that the work toward data sharing 
among States can continue. We have come too far with that pro- 
gram to stop now. Forty-five States have authorized prescription 
drug monitoring programs and 34 are currently operating. 

At this point I want to stop and salute the efforts of Congress- 
man Harold Rogers of Kentucky. He has been a warrior on this 
issue of prescription drug abuse. 

Secondly, training must be mandated for those who prescribe 
controlled substance, especially schedule II narcotics. These drugs 
and the risk of addiction and fatal overdoses must be more clearly 
understood by both doctors and patients. We can’t leave this edu- 
cation simply to the pharmaceutical sales reps. 

And three, the Department of Justice must focus more attention 
and resources on Florida, especially south Florida, to stop the flow 
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of prescription drugs. As Governor Scott and I have talked, it is a 
tremendous issue in his State and we both acknowledge that. Some 
60 percent of the prescription drugs sold and consumed illegally in 
Kentucky come from the loosely regulated pain clinics in Florida 
with each trafficker bringing back on average more than $10,000 
worth of drugs. In 2009, Kentucky State Police arrested more than 
500 people from eastern Kentucky in its largest drug roundup ever, 
and every single suspect had ties to Florida. These pill traffickers 
are not amateurs. They are sophisticated. They are well-organized 
operations. And the fight against them must be well organized as 
well. 

I appreciate the very aggressive efforts that Governor Scott is 
implementing in Florida to attack this problem. I appreciate the 
fact that I believe now they are going ahead to implement the mon- 
itoring system that they passed a year or so ago. 

And that, my friends, is good but it is a start. As we both know, 
it is just a start. It is one piece of a much larger strategy that we 
have to apply. This is a national problem that demands national 
solutions, and the sooner we come together to recognize that, the 
greater our success will be. Thank you. 

[The prepared statement of Mr. Beshear follows:] 
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The fastest growing, most prolific substance abuse issue facing our country is the 
diversion and abuse of prescription drugs. Mationwide, visits to emergency rooms by 
individuals using/abusing prescription drugs increased an astounding 98 percent from 
2004 to 2009, according to the Drug Abuse Warning Network, a public health 
surveillance system that monitors drug-related visits to hospital emergency departments 
and drug-related deaths investigated by medical examiners and coroners. 

The Commonwealth of Kentucky has not escaped the effects of this deadly phenomenon. 
In my home state, accidental deaths from prescription drug overdoses have skyrocketed, 
rising 34 percent in that same time period. Put in numeric terms, an average of 82 
Kentuckians die every month from drug overdoses, which now surpass motor vehicle 
crashes as the leading cause of accidental death. As disturbing a picture as these numbers 
paint, they do not fully measure the problem: the statistics do not reflect drugged driving 
crashes that resulted in fatalities, nor the number of Kentuckians that overdosed in other 
states. 


Throughout the past decade, Kentucky has implemented a number of program and policy 
initiatives in an effort to reverse this trend, including the development of a prescription 
drug monitoring program (PDMP). Created as a result of a task force headed by 
Congressman Chandler (then Attorney General of Kentucky) and recognized as a 
national model for its inclusive, easily accessible system, the Kentucky All Schedule 
Prescription Electronic Reporting system (KASPER) has been in place for more than 10 
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years, and allows prescribers to review the controlled substance prescription history of 
patients, and recognize the patterns of those who abuse and divert prescription drugs. 

KASPER w'as upgraded in 2005 to eKASPER, making the system web accessible for 
faster, easier use. A 2010 surt'ey of KASPER users indicated an overwhelming majority 
- 88.6 percent - of prescribers or dispensers have used a KASPER report to help with the 
clinical decision to deny medication to patients, compared to 58.4 percent in 2006 who 
had reported using KASPER in that process. The nearly 50 percent increase speaks to its 
use as a tool to identify potential controlled substance abuse and diversion. 

Kentucky law enforcement officers became aware of large numbers of prescription drugs 
being shipped into the state from internet-based pharmacies. Prescriptions for powerful 
painkillers were being written by doctors who had never examined the patients, and filled 
by internet pharmacies whose only concern for the patients was their ability to pay by 
credit card. To respond to that tactic, Kentucky in 2005 became one of the first states to 
pass and enforce tough laws that required a doctor’s examination for the writing of 
controlled substances, and required internet pharmacies to report to KASPER and be 
licensed in the state. Congress followed suit three years later, passing the Ryan Haight 
Act sponsored by Senator Feinstein to address the problem nationwide. 

Kentucky medical and law enforcement officials soon identified a new trend in drug 
diversion: individuals and groups traveling to other states in an effort to avoid the 
scrutiny of KASPER, to obtain large amounts of prescription drugs from unscrupulous 
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doctors. In October 2009, during the state’s largest drug bust, Kentucky law enforcement 
officials arrested more than 500 people in connection with diverting prescription drugs, 
all of whom had a Florida connection. 

Thanks to support from the federal Harold Rogers Prescription Drug Monitoring Grant 
Program, Kentucky, along with Ohio, is developing a system allowing states with 
prescription monitoring programs to share data with authorized users. 

Unfortunately, the state most prolific in providing prescription drugs to those who abuse 
and divert them currently has no prescription monitoring program. Since 2008, my office 
has worked with representatives of Florida’s executive and legislative offices to provide 
information about the effectiveness of PDMPs, and encourage the development of a 
system in that state. In 2009 the Florida legislature approved the measure and start-up 
funding for the monitoring program; in late 2010, however, Florida’s newly-elected 
Governor proposed to discontinue the program before it could become operational. We 
are glad to see from recent news reports that the project is moving forward and may be 
operational later this year. 

The facts concerning Florida’s impact on the accessibility of prescription drugs are clear. 
According to a report issued by a Broward County Florida Grand Jury in Spring 2009: 
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■ In 2007 there were four pain clinics operating in Broward County, Florida; by 
2009, that number had increased to 1 15, and continues to rise. 

■ During the last six months of 2008, the top 50 prescribers of oxycodone in the 
nation were located in the state of Florida - 33 in Broward County alone. 

" In 2008, the Florida Medical Examiners Commission reported that there were 
3,750 lethal dose reports of prescription drugs detected in deceased persons in 
the state of Florida, an average of more than 1 0 reported deaths per day. 

In Kentucky, we continue to see that impact in human terms. Earlier this year, media 
reported the death resulting from overdose of a Kentucky mother who was found 
unresponsive in the rear of a vehicle during a routine traffic stop. According to reports, 
she was returning to Kentucky with two other people from a visit to a Florida pain clinic. 

Kentucky has and will continue to use any and all means to reduce the prescription drug 
epidemic that grips us. Wc have increased treatment resources through public/private 
partnerships. We have e.xpanded the availability of drug treatment in our prisons and 
jails, and Kentucky’s Department of Corrections has increased its substance abuse 
expenditures from $880,000 in FY 2005 to $6.9 million in FY 2010. We will continue to 
refine and improve our programs and laws. We are reviewing legislative proposals for 
2012 to include the regulation and licensing of pain clinics, as well as requiring all 
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prescribers of controlled substances to have an active account with the state’s PDMP. 

However, we are not an island. We live in a mobile society and that mobility limits the 
ability of any one state to be entirely successful on its ow'n in addressing substance abuse 
issues. There are strategies that have a higher probability of success when implemented 
on a national level; 

■ I urge Congress to continue providing resources to the Harold Rogers 
Prescription Drug Monitoring Grant Program, so the critical work toward data 
sharing among the states can continue. We have come too far with that 
program to stop now. 

■ Prescribers of controlled substances, especially those treating pain with 
Schedule II narcotics, should be mandated to complete training related to 
those medications, as well as the disease of addiction. The University of 
Kentucky Center for Drug and Alcohol Research estimates that approximately 
50 percent of all opiod addicts became addicted through a legitimate medical 
need. Since the recent reformulation of oxycodone (OxyContin), Kentucky 
has seen a shift in diversion to oxymorphone (Opana), a powerful narcotic 
with a significant risk of overdose death. Clearly, more prescriber and patient 


education is needed. 
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• The Department of Justice should investigate increasing resources to federal, 
state and local law enforcement and prosecutors in Florida - South Florida in 
particular - to address the threat that drugs obtained there will be diverted and 
abused on a regional scale. The Fligh Intensity Drug Trafficking Areas 
(HIDTA) in Kentucky and South Florida identified this threat as early as 
2007, and while these groups have used considerable resources to adress the 
problem, evidence shows an increased effort is needed. 

Our federal government has historically addressed drug threats at their orgin; Columbia, 
Afghanistan and Me.xico are e.xamples of supply reduction efforts. Yet, as has been 
clearly demonstrated, the source of much of the prescription drugs that are destroying 
lives in my state, and in other states, is South Florida. An extreme effort should be made 
to immediately close down these drug dealing operations that masquerade as medicine. 
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Mrs. Bono Mack. I thank both our governors and recognize my- 
self for the first 5 minutes. 

I want to thank you both very much. I have encouragement that 
the two of you are sitting together, for those in the audience to rec- 
ognize this is a bipartisan panel, and if you were to have only read 
your written testimony, you would have thought there would have 
been some sparks flying, but it seems that there is definitely a 
meeting of the minds here and a recognition first and foremost that 
the problem exists. 

Governor Scott, congratulations on your recent election, but to 
you, I am encouraged to hear you are going to move forward now 
but I am also hoping you are going to continue to reject the $1 mil- 
lion that Purdue Pharma offered you. Are you going to accept or 
reject that $1 million Purdue Pharma offered you to fund a data- 
base? 

Mr. Scott. We are not accepting it. 

Mrs. Bono Mack. I thank you for that very much. Can you 
speak a little more as a businessman? You saw first and foremost 
that the law was being broken and you wanted to come at it from 
law enforcement. Can you speak a little bit more about this ap- 
proach? Because I would love to see people go to jail. I would love 
to see some of these bad actors in handcuffs being taken off. Can 
you speak to your efforts a little bit more thoroughly from the law 
enforcement side? 

Mr. Scott. Well, here is what we can do. We are in legislative 
session right now and so we have a very aggressive bill that is 
going forward that will help law enforcement, but in the meantime, 
we have a strike force. Our Florida Department of Law Enforce- 
ment, we took monies out of that budget right now and we took a 
lot of investigators from there, from the Department of Health and 
other agencies and provided help to each of our sheriffs and each 
of our police chiefs because they are just overwhelmed with this 
issue right now. At the State, we have got a lot more analytical and 
investigative research that we can do, so we are helping them deal 
with that. On top of that, we have a very aggressive attorney gen- 
eral. Attorney General Bondi is very aggressive on this issue and 
so we have done a good job with arrests so far. Eighty-seven per- 
cent of the oxycodone that comes out of the country comes out of 
Florida right now. So the strike force is going to have a big impact. 
But I think a bigger impact is going to be the fact that the doctors 
will not be able to both prescribe and dispense, so that will stop 
that. They are not going to be able to own the pharmacies. We are 
going to limit the number of prescriptions they can do a day. That 
will have a big impact. So it is just piece after piece after piece. 
And then of course, as we know, they will figure out something and 
then we will have to continue to change. But I think all those 
things put together with all the data that we are helping our local 
law enforcement will have a big impact. 

Mrs. Bono Mack. Governor, do you need any help changing laws 
up here in Washington that you have found? Are you changing 
state law? 

Mr. Scott. You know, I think that probably the biggest thing we 
need to look at is regulating these manufacturers and what should 
these drugs be allowed to be used for. So I think, you know, the 
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usage of it — I mean, the fact that you can prescribe for these 
things, you know, as Governor Beshear said, some of the things re- 
quiring the doctors to have to do a medical exam and all that, you 
know, that is already being done and it is never enough. There is 
always something else we are going to have to keep doing. But the 
first thing is, why are they even able to sell these things and for 
what purpose and should there be a much more limited purpose 
that these drugs can be used for. 

Mrs. Bono Mack. Well, I look forward to working with you on 
these answers and moving forward, and I applaud that you are in 
the fight. I also would like to mention Governor Kasich as a third 
governor who has become very involved. 

Governor Beshear, just a little bit of information. My parents 
met and fell in love before World War II at a little teeny tiny col- 
lege called Berea, if you know Berea College in Kentucky. So it is 
a near and dear place to my heart. 

But you also came in here sort of loaded for bear, ready to set 
your sights only on Florida, but can you speak a little bit about 
what you are hearing the governor say? You are encouraged about 
this willingness to cooperate? 

Mr. Beshear. Listen, this is not a partisan issue. This is a life- 
and-death issue as we all know, and it requires us to work to- 
gether. I don’t know that there is ever going to be total solution to 
this problem. It is always going to be with us, but we can sure 
make a significant impact if we work together and bring all the 
tools that we have got and cooperate together. You mentioned Gov- 
ernor Kasich in Ohio. You know, we are working right now with 
Ohio trying to figure out how to share the information between our 
monitoring systems so that we can do an even better job than what 
we are doing. 

Mrs. Bono Mack. For the sake of time, one of the biggest con- 
cerns of course is a privacy breach, and we are all very sensitive 
to that, and I think nowhere more so than in health care. Can you 
speak specifically how you are protecting that data and consumers 
can feel confident that they have privacy that they need? 

Mr. Beshear. You know, we have had the system now for 10 
years and we have got very strict privacy guidelines. It has a suc- 
cessful track record. It has never been breached. It is a felony for 
folks to breach that system. And it has worked. The integrity of the 
system has held together. I don’t know of any system, whether it 
is with the CIA or the State Department or the Defense Depart- 
ment or our monitoring system that you can guarantee will never 
be breached, that will never find a way for somebody to hack into 
it. We obviously will continue to strengthen with the latest tech- 
nology those security systems. 

But is really a matter of weighing the issues here. You know, 
there is a slight risk always whether it is e-health records or what- 
ever that some breach can occur, but when you are looking at 82 
Kentuckians a month dying, when you are looking at about seven 
Floridians a day dying because of drug overdoses of legal prescrip- 
tion drugs, that is a pretty easy answer for me. 

Mrs. Bono Mack. I thank you very much, and my time is ex- 
pired. I recognize Ms. Blackburn for 5 minutes. 
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Mrs. Blackburn. I want to stay right there with the privacy and 
the online database issue because we are the committee of jurisdic- 
tion with telecommunications and the Internet. That is one of our 
subcommittees. And the privacy issue is one that we will do some 
work on this year. And Governor Beshear, you have had KASPER 
for 10 years, and I think it would be helpful to us as a committee 
as we consider both the larger privacy debate and as we look spe- 
cifically at the prescription drug program to have some guidance 
from you all, some suggestions of what you think we could focus 
on. 

And Governor Scott, let me just continue with the chairman’s 
question to you. With these databases, what suggestions do you 
have and where are you seeing the problems? Have you all come 
up with a way to guard against the breaches and have you had any 
breaches? 

Mr. Scott. Well, we just started to implement ours. When I 
came to office, there was a lawsuit that prevented us from imple- 
menting it. So we are just now getting started. And so what we are 
doing is, we are looking at what all the different States are doing 
with regard to privacy to come up with the best answer on dealing 
with that, because it is a big issue and we have people worried 
about it. 

Mrs. Blackburn. All right. And Governor Beshear, did you say 
that you had or had not had a breach on your system? 

Mr. Beshear. No, we have never had a breach. 

Mrs. Blackburn. You have never had a breach in the 10 years? 

Mr. Beshear. Right. 

Mrs. Blackburn. So you feel like your firewalls — and do you do 
an opt-in or opt-out on information and data share? Get back to me 
on that. I know time is 

Mr. Beshear. I will. I am not sure on that. 

Mrs. Blackburn. OK. Let us talk about education just a second 
because this is something with the prior panel as we had the DEA 
before us that we looked on just a little bit, and I think that it is 
important for us to continue to move forward with education. I 
would like for you each to give me just a 1-minute response on 
what you are doing with public education, with personal responsi- 
bility education, with parental education. I know in Elorida the 
pain clinics are a problem that was recently discussed, and then 
you have a little bit of history. Governor Beshear, so if you all 
would talk about the education component, that would be helpful. 
Governor Scott first. 

Mr. Scott. Sure. Well, what we are doing is, first off is making 
sure the public knows just through articles and things like that, 
make sure the public knows how big the problem is. I have done 
press conferences and things like that. I have brought it up 
through — we have had testimony in the legislature to talk about 
the issue. We spent a lot of time this legislative session going 
through what the problems are. So that is the biggest thing we are 
doing right now. 

Mr. Beshear. Certainly the public education part of it in terms 
of talking about it publicly, and it is talked about a lot publicly in 
Kentucky right now, and I am glad of it because at least it is ex- 
posing all of our citizens to this dreaded problem. Also in our phar- 
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macy schools, in our medical schools, we are pushing to make sure 
that our doctors really understand, the ones that are coming out, 
and the pharmacists understand what they are really doing and 
that they don’t get their information just from the drug reps, that 
they have the kind of information they need to handle these kinds 
of drugs very carefully and very effectively. 

Mrs. Blackburn. Do you think most Kentuckians realize you 
have the KASPER system in place? 

Mr. Beshear. I think there is probably a general knowledge we 
do, although it is probably not understood in terms of what it really 
does. But we are looking at strengthening that system. Right now, 
you know, doctors can voluntarily be in it or not be in it. I am 
thinking of beginning discussions about making that a little strong- 
er. 

Mrs. Blackburn. Having it be mandatory? 

Mr. Beshear. Making that a little stronger. You know, I think 
doctors ought to be in that program. 

Mrs. Blackburn. Thank you both, and I yield back in the inter- 
est of time. 

Mrs. Bono Mack. I thank the gentlelady. The chair recognizes 
Mr. Stearns for 5 minutes. 

Mr. Stearns. Thank you. Madam Chair. 

Governor Beshear, when you mentioned that more people are 
dying from overdose than automobile accidents, that is appalling. 
That is just a frightening statistic. 

Governor Scott, earlier we had a Florida delegation. Madam 
Chair, so I heard some of the testimony from the governor, and I 
^ess the question that came up when we had the delegation meet- 
ing, can pain clinics be subject to additional scrutiny before they 
are licensed to practice? Is that a place where we could start? 

Mr. Scott. We are doing that now. We are doing it through — 
we already have where they have to be licensed so we are doing 
that. But it is not perfect. It is not easy to get around, but you can 
get around it. So that is actually one of the things that is in our 
bill. But the big thing is, think about this. We know the manufac- 
turer, we know the distributor, we know the doctors that are dis- 
tributing it. We ought to be able to stop this if we just keep track- 
ing it. Now, people will change and there will be a new drug or 
something like that but this is a legal distribution system that is 
doing it the wrong way so we ought to be able to — if we track it 
all the way and have criminal penalties and civil penalties for ev- 
erybody that is doing the wrong thing, I think we will have a dra- 
matic impact in Florida for a period of time and then something 
will change. 

Mr. Stearns. Governor Beshear, anything you want to add to 
that? 

Mr. Beshear. No. I think we need to be as aggressive as possible 
in all of these areas. We need to be aggressive in regulation of all 
of these folks and regulation of what the pharmaceutical companies 
can do in terms of who gets these drugs and how they are dis- 
pensed. We need to be very aggressive in the law enforcement area. 
And I think what Governor Scott is doing in Florida is showing 
that kind of commitment very quickly, and we have been doing 
that in Kentucky for some time also. 
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Mr. Stearns. Intuitively, the relationship between the doctors 
and the pharmacies, is that anything that you as a governor, either 
one of you can do in terms of educating or threatening or somehow 
trying to influence the relationship between the pharmacy and the 
doctor, or is that sort of sacrosanct, that there is nothing you can 
do? 

Mr. Scott. We are doing it in our bill. The doctor that prescribes 
will not be able to own a pharmacy. 

Mr. Stearns. Oh, that is good. 

Mr. Scott. So we are going to completely separate it, and then 
we will have the data. We will be able to track all the way through. 
But I think stopping the ownership will have a significant impact. 

Mr. Stearns. Is there any State that has in place some of the 
things you have already talked about. Governor? 

Mr. Scott. I haven’t seen anybody that restricted the ownership 
of pharmacies. 

Mr. Stearns. Yes? 

Mr. Besmear. One of the other things, and I am not sure how 
his laws are set up, but I appoint the doctors to the board of med- 
ical licensure and the pharmacists to the pharmacy regulatory 
board, and I have made it a very clear point before I appoint any- 
body, I have them come in and we talk about these kinds of issues, 
and I get a commitment from these folks to really bore in and try 
to address these kinds of issues as much as possible, and I think 
that is just another tool that we have to attack this problem. 

Mr. Stearns. Now, is there anything that the Federal Govern- 
ment, either one of you think we as legislators on the Federal side 
or perhaps direct the Federal agencies in some way that could 
make your job easier so we can stop these drugs from coming down 
the pipeline? So any suggestions you have would be very helpful. 
Governor Scott? 

Mr. Scott. Sure. I think the biggest thing is, why — I mean, there 
ought to be restrictions on how these drugs can be used and what 
they can be prescribed for. 

Mr. Stearns. From the Federal level? 

Mr. Scott. Yes. 

Mr. Stearns. From the FDA? 

Mr. Scott. Right. 

Mr. Stearns. OK. 

Mr. Besmear. Another area that I hope you all will pay par- 
ticular attention to are continued funding for the Hal Rogers Act 
that is on the books now. That will help the States to share infor- 
mation and develop the systems to share information, and that will 
be effective in this battle, the HIDA, the Erns Jag awards and 
grants that are made that help us fight this specific problem. I 
know that just as Governor Scott and I are fighting budget battles 
every day, you all are too, but some things are more important 
than others and that is the way we all have to look at the way we 
balance our budget. That is what I do. That is what he does. And 
I just ask you in that priority, put this priority up there. 

Mr. Stearns. Well, I want to thank you. My time is expired. But 
I think the fact that both of you governors took the time to come 
up here to talk about this serious problem, I think is a commenda- 
tion to you and also for us having this hearing. Madam Chairman, 
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because this shows that even though we are trying to reduce 
spending up here, this is a priority, I think, that is very serious in 
this country, and we have ways to stop it. So thank you for your 
testimony. 

Mrs. Bono Mack. Thank you, Mr. Stearns. Mr. Guthrie, you are 
recognized for 5 minutes. 

Mr. Guthrie. Thank you very much. Madam Chairwoman. And 
also your roots are from Muhlenberg County, or several genera- 
tions back, I believe. 

Mrs. Bono Mack. That is right. 

Mr. Guthrie. Which is near where the governor is from, a couple 
counties over from where the governor is from. So thanks so much. 
And I did mention the first lady, she is from my area, so I should 
have mentioned that in the introduction. So I appreciate what she 
is doing as well for our State. 

When we did KASPER, I remember it coming forth, and I will 
tell you, there is not a legislative session that doesn’t go on, par- 
ticularly the legislators from Appalachia, have always pushed what 
can we do to improve monitoring, interdiction. So the Kentucky 
leadership is focused on this and trying to help solve this problem. 

If I remember some of the participation in the Medicaid, because 
it seems that the prescription drug problem is in areas that are 
heavily Medicaid as well, and I don’t know if you know the correla- 
tion between that or if you have seen as well. Governor. 

Mr. Beshear. Certainly, you know, prescription drugs are al- 
lowed under the Medicaid program obviously and every State is in- 
volved in that program, and you are going to have some abuse 
within that program, and we are very aggressive in the Medicaid 
area of trying to weed that out and at the same time educate peo- 
ple. You know, we are pushing in the Medicaid program the ability 
of our local health departments and those regional medical centers 
to educate our folks about the dangers of these narcotics. You 
know, so many of these people that end up being addicts start out 
as legitimate drug users, you know, that they need something for 
their pain or this or that, and they start out in a very legitimate 
way and then they end up being addicted and then they get into 
this cycle of buying the drugs illegally, and that just grows the 
problem. 

Mr. Guthrie. And I know you weren’t governor at the time, but 
when we passed KASPER, I don’t remember Florida being such a 
big issue for us 10 years ago, but KASPER, did it just move — be- 
cause 1-75, wonderful highway, we love 1-75 and people go to Flor- 
ida and enjoy it and love it, but it also seems to be a pathway for 
the prescription drugs to come to Kentucky. Is that because we had 
KASPER because it helped curtail some of the problems we had so 
it just has moved? 

Mr. Beshear. Sure. You know, before we had KASPER, they 
would just stay in Kentucky and get these drugs illegally, and we 
haven’t cut all of that out. I don’t want to even imply that. But we 
made a significant impact in it by having this monitoring system 
among several tools that we have, and the fact is, no State is an 
island, you know. Folks, if we stop them doing something in Ken- 
tucky but they can do it across the State line, they will go do it 
across the State line. And that is why it is so important for all of 
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us all across this country to find ways to address this. It doesn’t 
have to be uniform everywhere but it has to be everywhere for this 
to really work. 

Mr. Guthrie. Well, thanks. And I think I saw you on the news 
a couple of weeks ago. I know Florida is in session, and I guess a 
bill had seemed to have failed in Florida that might have ad- 
dressed this, but it sounds like Florida does have a bill moving for- 
ward in the legislature now. I don’t know if it stalled or whatever. 
I am glad to see you all together working on this because it is a 
problem for all of us. But what is going on in the Florida legisla- 
ture to address the tracking or the similar KASPER deal? 

Mr. Scott. Well, first off, the monitoring bill was passed last 
year, and there was a lawsuit that just got finished last Friday. 

Mr. Guthrie. Maybe that is what you were referring to. 

Mr. Scott. So that has finished. But we have a very good bill 
that looks like it is going to get out of both the house and the sen- 
ate, which everybody has signed off on including the attorney gen- 
eral, who is very focused on this, and if you prescribe the drug, you 
can’t dispense it out of your office. You can’t own part of a phar- 
macy. There is a restriction on the number of prescriptions you can 
do a day. We have got tamper-resistant pads to write the prescrip- 
tions. We have got licensing of the pill mills and we have got crimi- 
nal penalties, civil penalties going all the way up to the manufac- 
turer. We are going to try to do everything we can to stop it. It is 
a big issue when 98 of the top 100 doctors in the country pre- 
scribing oxycodone are in Florida. 

Mr. Guthrie. So are Florida’s laws different? Because 1-75, you 
have to go through Tennessee and Georgia to get to Florida. Are 
you all just so different? I know you are working on that? But is 
it so different now, the current status than Georgia or Tennessee? 
I mean, Kentuckians aren’t going to Tennessee, they are going to 
Florida, so what is the difference, I guess? 

Mr. Scott. Every State has been different. 

Mr. Beshear. And what has happened is that some of this is 
starting to move to Georgia because Georgia doesn’t have a moni- 
toring system. Tennessee does. And that is, I think, initially what 
pushed it south, and you know, Georgia may be the next place that 
we really have to push hard to get them to address this situation. 

Mr. Guthrie. Thanks, Governors. Thanks for making the trip to 
Washington today. I appreciate it. I have to yield back now. I am 
out of time. 

Mrs. Bono Mack. I thank the gentleman. Mr. Harper, you are 
recognized for 5 minutes. 

Mr. Harper. Thank you. Madam Chair, and welcome to each of 
you, and it is an honor to have you here. This is a very important 
issue. We all have friends who have had their families devastated, 
primarily by young people who get those prescription drugs from 
their medicine cabinet at home. That seems to be a major problem. 

So how do we solve the underlying problem here is that no mat- 
ter what regulations we put on, which will be very helpful, how do 
we convince these young people not to use the drugs, not to take 
them? Are you doing anything in conjunction with, say, success in 
drug courts or any faith-based programs? Governor Beshear, I will 
ask you that first. 
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Mr. Besmear. Yes, we have drug courts, we have faith-based ini- 
tiatives that all work in this area. Obviously a part of it is edu- 
cation, and we are pushing that both in the public school system 
as well as through faith-based initiatives. The other end of it is 
treatment and rehabilitation, and we took a significant step re- 
cently in Kentucky by revising a major part of our corrections sys- 
tem and our approach to corrections to put a lot of time and effort 
into treatment and rehabilitation so that we can stop recidivism 
and stop that revolving door to where folks just get out, you don’t 
give them any help, you just turn them loose again, and, you know, 
within 30 days, they are out trying to buy the drugs again and they 
are back in. And we brought the Pew Foundation into Kentucky 
and had a bipartisan effort of Republicans and Democrats, our 
house, our senate, our supreme court, the court system as well as 
the governor all got together, and we have made some major 
changes that I think on that end of the spectrum will address the 
recidivism rate. 

Mr. Harper. And Governor Scott, your State dealing with drug 
courts or faith-based initiatives to help in this effort, what is the 
story there? 

Mr. Scott. Well, the big thing we are doing since I have been 
in office is educate the public to make sure everybody gets on 
board, first off, making sure we get this legislation passed so that 
was very important to get that done. The strike force is very impor- 
tant. On top of that, just continuing to educate the public. The 
schools are educating the public. Also, the individual I put in 
charge of Department of Corrections is very focused on this and the 
same thing as Kentucky, very focused on the number of people that 
get out of prison and go right back and have the same problem. So 
he is somebody that is very focused on that issue. 

Mr. Harper. Well, obviously our goal is to make sure they never 
get into the court system in the first place and how do we encour- 
age folks this is not the route to go? 

Mr. Scott. Well, one thing we have done is, our juvenile justice 
is run by an individual from Miami. She came up to work with me, 
and she is focused on a program that she has worked for 20 years 
in Miami that has had a dramatic impact in stopping sort of the — 
the first time you get stopped for something, you don’t end up in 
prison just because it ends up being a cycle. So all the things she 
has done starting with civil citations and starting with, if you get 
stopped for the first time, it is not just that issue. You might have 
an issue over food, shelter, family issues, things like that, and hav- 
ing a holistic approach to it to stop them from ultimately ending 
up in prison. So we are taking all the things that she is doing and 
spreading them across the State. On top of that, we have legisla- 
tion that would allow us to do a civil citation program rather than 
immediately moving into a criminal program. 

Mr. Harper. And how you secure the prescriptions at someone’s 
home so that no one other than the intended patient gets it is a 
really tough thing to do. 

Mr. Scott. That is the hardest. 

Mr. Harper. I am interested in what you said about your task 
force that you have in place. How are you going to measure the 
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success of the mission of that task force? What are you anticipating 
or hoping for out of that? 

Mr. Scott. Well, the numbers have to get better. We can’t have 
98 of the top 100 doctors, 126 million pills. It is basically, how do 
we stop basically all this happening in our State. But it is going 
to be arrests, it is going to be the number of prescriptions that are 
done. In the end, it is prescriptions and deaths. 

Mr. Harper. What about working in conjunction with your State 
medical association? What input have they given either of you? 

Mr. Scott. Well, in our case, they are very focused. I am doing 
something similar because I have the opportunity to appoint the 
members of the board of medicine, so as I am going through that 
process and talking to individuals about those positions, I have 
talked to them about how important this issue is and the fact that 
they have got to be engaged and the board of medicine has to be 
engaged. 

Mr. Harper. Governor Beshear? 

Mr. Beshear. Same thing here. You know, we are engaging the 
medical profession, the pharmacy profession as well as their regu- 
latory boards, and you know, as I am sure Governor Scott would 
point out, those boards, their first duty is to protect the public and 
not just protect themselves, and we see a little bit of that in every 
regulatory environment whether that is lawyers, doctors, phar- 
macists, and I am a lawyer so I can say that about myself. But, 
you know, we have got to emphasize that their first duty is to the 
public and to protect the public, and it just comes down to appoint- 
ing the right people. 

Mr. Harper. Thank you each for being here, and Madam Chair, 
I yield back. 

Mrs. Bono Mack. I thank the gentleman. The chair recognizes 
Dr. Cassidy for 5 minutes. 

Mr. Cassidy. Thank you for being here, gentlemen. My pain doc- 
tors really like the PDMPs because they feel like the pill mills give 
everybody else a bad name. Now, that said, I gather from testi- 
mony that some of these PDMPs are robust and some of them are 
limited in ability. 

Now, Governor Scott, clearly you have legitimate concerns re- 
garding the privacy, but as much as you can say, and I gather Ken- 
tucky has a rather robust program, where do you imagine yours 
will be on the spectrum? And I just mention that because at the 
previous meeting, Florida was described as ground zero for the pro- 
mulgation, if you will, or the source, if you will, for these drugs 
across the Nation. 

Mr. Scott. Well, it is clearly ground zero, so it is a significant 
issue and things that are — Florida’s problem is a problem for the 
whole country because we haven’t stopped the abuse. So our data- 
base will be — what we are doing is, being one of the later States 
to do it, we will be able to take all the benefits, take all the knowl- 
edge from the other States, which is what we are doing, both to 
make sure we have the right information and also have the right 
privacy concerns that we can address, so we will be doing both of 
those. But on top of that, we are going to make sure we are track- 
ing from the manufacturer to the wholesaler to the doctor, not just 
at the pharmacy after the fact, because after the fact is going to 
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be part of what we do but I think the biggest part is going to be, 
we are going to stop the distribution of it. 

Mr. Cassidy. I see that. OK. Now, let me ask you, my pain doc- 
tors also tell me part of the problem is that someone may live on 
the Pearl River borders between Louisiana and Mississippi, and I 
think there is a Pearl, Mississippi, and a Pearl, Louisiana, and 
they say live in one State and go to the other and they will get as 
much they can below the threshold here and then they will go back 
here, and they will do as well on the other side. Now, clearly, that 
just may require a Federal overlay, but as two fellows who obvi- 
ously will be jealous and respective of States’ prerogatives, how do 
we keep folks from popping across State borders to maximize — do 
you see where I am going with that. Governor Beshear? 

Mr. Beshear. Well, first of all, both States need the monitoring 
program, and do both of them have that? 

Mr. Cassidy. They both do, but each is self-contained. 

Mr. Beshear. Right, and they need to be doing what we are 
doing with Ohio right now. We are sitting down and trying to work 
out how to share information, and we are going to do that. Gov- 
ernor Kasich and I will end up — we will find a way to do that. And 
we are being helped by this Hal Rogers grant program. That is the 
money that has been provided to help States work to share infor- 
mation in these monitoring systems, and we need to continue that. 
We need that funding to continue doing this so that every State ul- 
timately will be sharing across State lines. That is the only ulti- 
mate way that these programs will be as effective as possible. 

Mr. Cassidy. And so although you start off with Ohio, you share 
a border, you actually envision that eventually you may partner 
with Governor Scott, for example? 

Mr. Beshear. Yes. 

Mr. Cassidy. And wherever there is a potential distribution, to 
be able to go there? 

Mr. Beshear. Yes. We all need to partner eventually so that 
there is no place in this Nation that people can go and be able to 
do what they are doing now as freely as they do it. 

Mr. Cassidy. Now, Governor Scott, I have to admit, I am a gas- 
troenterologist, which I tell people prepared me very well for Wash- 
ington, D.C. So if what I am about to ask you seems very sim- 
plistic, it may be, but it seems like if you know who those 98 docs 
are, all you need to do is have an undercover person walk in. I am 
told these pill mills, you may $250 or something for a visit. Five 
minutes later, you walk out with a handful of prescriptions. It 
seems like you could go to each of these and put them out of busi- 
ness for inappropriate prescribing. Why not? 

Mr. Scott. The difficulty is that the smart ones, what they are 
doing is, it will appear legitimate. They will do the MRI, they will 
do the history, they will do all these things, and so it is not as easy 
as just walking in and saying that you are doing something wrong. 
You have to have — that is why we spent a lot of time on this legis- 
lation with the attorney general and with the sheriffs and the po- 
lice chiefs to make sure that what we are passing is something 
they are going to be to convict with because they will do all the — 
everything I have been told, they will do all the basic things to 
make sure it is very difficult to stop them. 
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Mr. Stearns. Will the gentleman yield just for one second? 

Mr. Cassidy. I will. 

Mr. Stearns. I would think if you just let out the word that you 
are going to do sting operations, I mean, I would think that would 
create a pale over those physicians that might retard them from 
doing this. So I know. Governor Scott, it sounds difficult but I 
think what the gentleman is saying is, the fact that these stings 
might or might not come would create some caution. 

Mr. Scott. I think the difficulty is, there is a lot of money in 
this. There is a lot of money being made. 

Mrs. Bono Mack. I thank the gentleman. We are fortunate to 
have the governors, I understand, until 10:15, so we would like to 
do a second round of questions until that point if my colleagues are 
so inclined, and I will recognize myself for the first 5 minutes and 
just point out a few things that I think are essential for this discus- 
sion. 

First and foremost, it was my understanding that OxyContin was 
originally approved for severe cancer, late stages of cancer for se- 
vere pain yet the number-one prescriber today of OxyContin to chil- 
dren 12 and over is dentists, and I think that should be pointed 
out. 

I would also like to talk a little bit about the parental education, 
words that keep coming up, and point out that we have two panels 
yet to speak who will show that parents of all walks of life are af- 
fected by this and that it is impossible to detect this problem until 
it is too late. 

Governors, in your travels and your meetings with addicts and 
loved ones of addicts, first of all, would you be — I contend that 
OxyContin is heroin. Would you take big umbrage with that? 
Would you say that is about right, what you are seeing? 

Mr. Scott. You know, you never know the definition, but I can 
tell you, we ought to really restrict what it can be prescribed for. 

Mrs. Bono Mack. I have a bill that does just that, and I will be 
looking forward to working with you on that. You keep speaking 
also. Governor, about limiting all of these leftover pills in the medi- 
cine chest, and I keep wondering why we are prescribing, you 
know, hundreds of tons of pills a year that go unused. If patients 
don’t want them, why are they getting out there? That is another 
question that I look forward to exploring with you. 

And Governor Scott, I want to applaud you on your decision to 
reject the $1 million from Purdue Pharma for your database. Just 
recently there was an article here that points out that the CDC au- 
thored a study where they linked these powerful painkillers to 
deaths and the University of Wisconsin School of Medicine released 
a study that disputed that and talked about liberalizing opioids, 
and lo and behold, financed by Purdue Pharma, and I would like 
to submit this article for the record. 

[The information follows:] 
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Side Effects i A Joiuiiai Sentinel Watchdog Report 

UW a force in pain drug growth 

Research group recei\iBg millions from pharmaceutical firms 
helped liberalize use of opioids 


By John Fauber of the loumai Sentinel 
April 2, 20 U it 103) (Comments 


As an epidemic ofnarcotic painkiller abuse raged across America in 2006, researchers at the U.S, Centers for 
Disease Control and Prevention authored a ciitical stidy Ihking deallis from those dmgs to an increase of up to 
500% in the number of prescriptions written. 


In that same niedicaljoin'nai two researchers from the Universft>' of Wisconsin School ofMedicine and Public 
Health took exception with those conclusions ami warned against increasing regulation of the dnigs. 

The article did not disclose that their IIW Pain & Policy Studies Group already had pocketed .nx)st of the $2.5 
tnillion it w^ould be paid over the years by the ver>^ conpanies that made the dangerous drugs - fmms that stood 
to lose if prescribing rules were tightened, a Joioititl Sentinel im’estigation Ibuixi. 

Fueled by a continuous inliision of money fi-om the mtinufacturers of drugs such as OxyClontin over more than a 
decade, the U W research group has been a quiet tbree in the effort to liberalize the way those drugs are 
prescribed tmd viewed in. tlie United Slates. 

In addition, records show cozy personal financkil rcL'Uionship.s bcUveen dnig nitikers and two officials with the 
UW Pain Group, Aaron (jilson and David Joransott. Those include helpiitg a drug compatiy win Food and Drug 
Administration, approval for a new narcotic painkiller and working a.s speake.r,s or coasultants. 

Gilson and Joraiison refer to themselves as scientists, but nertlier are physiciaas. Gilson has a doctorate in social 
welfare; Joranson has a mttster’s in sockil work. 


For tltis article, the Journal Sentinel requested aimial payments from pliamiacciitical conpanics to the U'W Pain 
Group and univer.sit.y I'ccords of annual reports listing outskle income paid to Gilson and .Joranson. 

The narcotic painkiller indiistrvAs frinding ofilie UW Pain Group is a unique twist on the drug and medical device 
indusftVs use of medicai schools to sell nxire of its products, sometimes at the expense of patients. 

The Journal Sentinel has documented in past articles 1k)vv dozens of UW doctors hired themselves out as 
speakers for dn.ig coiuji^anies or were enriched by lucratwe rov^alty ami consulting deals \s’iib medical device 



72 


makers. 

At the same time, the medical school itselfhas pulled in rrrilKons of dollars in phanuaceutical industry money to 
sponsor courses for doctors that sometimes were little more than advertising disguised as education, according to 
critics. 

The university says the pain gi’oup's money comes wkh no strings attached, and that the group's goal is to 
inprove pain care and access to opioids worldwide. The group says its mission is to "balance" international, 
national and state pain policies and to achieve availability of pain medications while miniinizing diversion and 
abuse. 

But doctors in the addiction and pain fields say the UW Pain Groi^ pushed a pharmaceutical industry agenda 
not supported by rigorous science. 

'They advocate for policies that benefit pharmaceutical conpanies and hann pain patients and tlic public health," 
said Andrew Kolodny, an expert on opioid addictfon. ’You have to wonder if they're doing this because their 
bread is buttered by big ph<inna." 

nieir eiforts helped create a climate that vastly expanded improven medical use of the often abused drugs, said 
Kofodny, chainnan of psychiatry at the Maimonkles Medical Center in New York. 

Undisclosed conflicts 

For doctors and consumers, it is critical to know about a researcher's financial ties to drug companies, but often 
those financial conflicts are not disclosed. 

The Journal Sentinel identified several iastances in which financial relationships betv^'cen drug companies and the 
UW Pain Group were not disetosed in medical articles co-authored by group scientists. 

By far the biggest chunk of money the UW Pabi Group gat was from Purdue Pharma. In 2007 the conpany was 
accused by tlie U.S. Department of Justice of fi-audulently misleading doctors by claiming, with no proof, that its 
narcotic painkiller OxyContin was less addictwe, less likely to cause withdrawal and less subject to abuse than 
other pabi medications. 

At the time, scores of deaths and an even greater number of addictions were attributed to OxyContin. The 
conpany and three of its executives pleaded guilty to various charges. A coiui imposed fines and restitution 
payments totaling $635 million. 

Between 1 999 and 20 1 0, Pui-duc paid the UAV Paui Group about $ 1 .6 million, accordbig to unKersity records 
obtained by the Journal Sentinel througli an open records request 

The UW Pain Group may have helped pave the way for OxyContin's widespread use. 

In 1 996, Joranson, who is listed as the founder and distinguished scientist of the group, vice chairman and 
co-author of a committee that Issued a consensus statement from the American Pain Society and the American 
Academy of Pain Medic'ine. Tlic statement suggested that opioids were safe and effective for chronic, non- 
cancer pain and that the insk of addiction was tow. 
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'fhe committee chaimian and co-author of tl^ paper was J. David Haddox, then a paid speaker for Purdue 
Pharma and physician with Emory University School of Medicine who would become a Purdue Phanm 
executive three years later. Haddox now serves as vice president of health policy at Purdue Phamia. Critics say 
there is a lack of rigorous evidence supporting the use of opioids for tong-tenn, non-cancer pain. 

'People have gotten a little cavalier about things,” said Ro^r Chou, an associate professor of rredicine at 
Oregon Health & Science University. "A good portion ofpatienLs on opioids probably should not have been 
started on them. There arc a lot of people who coukl be taken off these medications." 

Indeed, doctors in the field say prescribing those drugs tong term for non-cancer pain may provide modest 
benefit to some, but also can cairse pliysical dependence, increased pain seasitivTty, unintentional overdoses and 
even death. 

Just montlis before the consensus statement was published, Purdue Pharma's Ox>’Contin received FDA approval 
for use in the U.S. Its sales would skyrocket in the years to come, reaching $3 billion last year, according to data 
from IMS Health, a dmg market research firm 

UW’s Joranson, who did not respond to email and voice mail requests to be interviewed, also teamed up with 
Pui'diie Phaima's Haddox in 2002 to co-author a paper warning state niedical boards that fears of regulatory 
scrutiny could harm the efforts to manage pain in the U.S. 

The paper, which also was authored by Gilson, of the UW Pain Group, made no mention of the money the 
group was getting from Purdue Pharma and other makers ofnarcotic painkillers. 

UW response 

In an emaO, Lisa Brunette, a UV*-' spokeswoman, said the organization's drug indastry ftinding was accepted as 
unrestricted educational grants and the group perfonned no work for the companies that provided the funding. 

Bnmcttc said the organiziition's mission is to iirprovc the care of patients with pain and to focus on government 
policies that contribute to untreated pain, 

'Tlie medical use of opioid analgesics has been considered, for more than 50 years, as indispensable to the relief 
of pain and sutfeiing," she said. 'Tlie United Nations acknowledged this m 1961, and the executive director of 
the U.N. Office on Drugs and Crime and the Inlcmattonal Narcotics Conhol Board both reaffirmed this in 
2010 ." 

Gilson would only respond to questions sent by email. 

Gilson said he disclosed conflicts ofinterests "if there was a requirement by the journals" to submit a conflict-of- 
interest disclosure foim He cited Medscape as an example of articles in which he submitted disclosure foriTB. 

He said he could not remember if it was required for other articles that appeared in publications years ago, but if 
it was, he submitted the forms. 

Five Medscape articles by Gilson about opioids and pain stated tkit he "has disclosed no relevant financial 
relationships." 

"Authors do not control liow any journal or w'ebsile chooses to present infonnation in thefr publication," Gilson 
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wiote in an eimii response. 

Katherine Hahn, a spokeswoman for WebMd, the parent ofMedscape, said other articles disebsed that Gilson 
received personal income from dnig conpanies. She could not explain why the five Medseape articles included 
in the Jouiml Sentinel invescigatbn reported no reles^nt financial relatbnships. 

Gilson also said the personal income he received from drug companies was declared appropriately to the 
luwersity. 

Haddox, the Purdue Plmnna vice president, said it was "very jaundiced" to think the drug company was ghing 
the UW Pain Group money to take positbns that would alfow the conpany to sell nx)re ofits drugs. 

Wliile the group's work may have helped increase sales ofPurdue Plrarma drugs, that was not the intent of the 
funding, he said. 

'Tliey are trying to promote balanced access to pain care, including the use of opioids," Haddox said. "We 
believe in the work they are doing.” 

Millions from companies 

Not only lias the UW Pain Gi'oup received millbns from pliarmaceutical conpanies, but Joranson and Gilson 
have been paid by dnig makers or their contractors more than a dozen times for giving lectires, writing papers or 
other work. 

Tliat includes work Joraason did for DesignWrite, a New Jersey medical communicatbas firm tliat was 
investigated by a U.S. Senate committee for its involvement in gliostwriting doctor educatbn material tliat put a 
rosy spin on homionc therapy dnigs, even after the drugs were found to caase breast cancer and also were 
linked to lieait disease, blood clots and dementia. Joraason was not invoKcd in the homione therapy articles. 

Journal Sentinel reports in 2009 documented how UW. DesignWrite. and Wveth - the homione therapy drug 
maker that funded the doctor education articles - created the Council on Hormone Education, a six-vear long 
initiative tliat reached tens of thousands of doctors. 

UW, which received $ 1 .5 millbn for sponsoring tlie program, took the articles off file Internet one day after the 
Joiinitii Sentinel began asking questions about the propriety of the program. 

In addition, Gilson was paid between S 1 0,000 and $20,000 in 2008 to help Ceplialon, a conpany tliat makes 
narcotic painkillers, obtain FDA approval for a new drug, according to UW records. At the time, UW did not 
require disclosure of the actual amoimt, only a range. 

Tlie five day.s of work he did for that money included attending an FDA approval hearing as a consultant on 
behalf of tlie company. 

Between 2000 and 2004, Cephabn also paid $25,000 to the UW Pain Group. 

Like Purdue Pliarma, Cephalon has been tlic target of a U.S. Justice Department investigation involving narcotic 
painkillers. 
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In 2008, it settled an investigation of ofl- label marketing ofthree of its drugs, including Actiq, a powerful 
painkilling product manufactured as a lollipop vvith the drug fentanyL 

The dmg was approved for use only by cancer patients who no fonger were getting pain relief from morphine- 
based dnogs. 

But Ccphalon allegedly promoted the drug for non-cancer patients with conditions ranging from migraines to 
injuries. It also promoted Actiq for use in patients who were not opioid-tolerant and for whom it could have been 
life-threatening. 

'Tliese are potentklly harmful drugs that were being peddled as if they were, in the case of Actiq, actual bllipops 
instead of a potent pain medication intended for a specific class of patents," according to a statement from the 
U.S. attorney's office that liandlcd the case. 

Cephalon agreed to pay a S425 million penalty. 

Advocacy for opioids 

Tlirou^iout the 1 990s, pain specialists, including researchers at the UW Pain Group, helped change the 
prevailing view in the nedical community about the use ofopioid analgesics, arguing tliat the risk ofaddiction to 
the drugs should not prevent their use in treating fong-term, non-cancer pain. 

The UW Pain Group's work has included chastising states with its annual "report cards" on policies restricting 
use of narcotic painkillers; writing medical articles supporting use oftlie dmgs; and attenpting to influence the 
Drug Enforcement Administration and the FDA about pain policy. 

In 2008, the UW Pain Group wrote to DEA about the agency's proposed electronic prescribing system for 
controDed substances. It warned (hat the system likely would "create a cumbersome and overly strict system" 
that would be "an enomx)us burden of oversight for practitionci'S and phannacies." 'Hie electronic prescribing 
system would give doctors the ability to write prescriptions electronically as a way to help maintain stricter 
controlled substance dispensing. 

In 2009, the group warned the FDA that a moratoriiun on long-acting narcotic painkillers could hurt patients. 
Long-acting, or extended-release, opioids such as Purdue’s OxyContin, arc powerful painkillers that only have to 
be taken three times a day or les.s frequently. 

Among the restrictions being considered by the FDA were a temporary moratorruni on prescribing the diugs and 
a ban on OxyContin. 

Throughout the 1990s and 2000s, as doctors became more willing to prescribe opioid analgesics for chronic 
conditions such as back pain, headache and fibromyalgia, preserplions soared, though there are serious doubts 
about whether the dmgs are beneficial for such conditions. 

Pain specialists say there lias been a lack of research showing that the dmgs are safe and effective for treating 
non-cancer pain for many months or years. 

One such critic, Jane BalLant>me, a professor of anestheskitogy and pahi medicine at the University of 
Washington, said the UW Pain Group played an inportant role in liberalizing use ofthe dmgs. 
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'Ihe dmg companies have commandeered the good intentions of people like the Wisconsin group," she said. 
Tart of the way (drug conpanies) are so effective is they pick the message and the messenger. " 

But the concept of treating chronic pain with opioids was flawed, she said. 

And it became an agenda that was not based on somxl seience, she said. 

It was believed that if the drugs were good for treating pain in tenninal cancer patients, they also would be 
beneficial for people with chronic conditions such as back pain. But rigorous studies proving that have not been 
done. 

The drugs became so common that in 2007, 700 miffigrams of morphine or its equivalent were prescribed, on 
average, for everyone in the country. 

That's enough to give every man, woman and child round-the-clock dosing of Vicodb for three weeks. 

Unintentional overdose deaths from opioid analgesics grew from 2,90 1 in 1 999 to 1 1 ,499 in 2007, by far 
eclipsing deatlis from heroin and cocaine combbed. Opioid deaths follow a track that is alnx)st identical to the 
growth b sales of the dmgs. In addrtion, an eslbiatcd 1.9 million people abused tlie drugs or had dependence 
problems between 2007 and 2009. 

Pab specialists who are against tighter regulation of opioids say that a major portion ofthe abuse and overdose 
problems have been b people who obtabed the drugs illegally. However, critics say tlie massive berease b 
prescriptions for chronic and cominon ailments lias contributed to illegal, recreational use ofthe drugs, as people 
with prescriptions sell or give away pills or the medications arc taken from their medicbe cabinets. 

In addhioa a considerable percentage of people who started out using the drugs for medical reasons end up 
abusing the drugs, doctors say. 

Unproven uses 

Pab experts say there is concern that the drugs may cause hann, bcluding dependence and addiction. 

Chou, ofthe Oregon Health & Science University, said OxyConlb is one such drug that was marketed as bebg 
safer and not causing withdrawal. 

"It tiuiis out, lliat was not the case," he said. 

Chou said the UW Pab Group clearly has staked a positbn that narcotic painkillei’s are appropriate for chronic 
pab. 

He said there is a legitbiatc argument that they slioukl not be takbg money from the companies that make tlie 
drugs. 

Consider one of the more influential papers written by UW Pab Group researchers, a 2000 study b the Journal 
of the American Medical Association. 

In that paper, Joranson, Gilson and two other UW authors assured doctors around the country that bereasing 
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prescr^tions of narcotic painkillers were not contributing to drug abuse problems in America. 

Rut the article, which looked at reports of abuse between 1 990 and 1 996, left out important data on one o f most 
common and most abused opioid painkillers, hydrocodone. Big increases in hydrocodone had been reported in 
1997 and 1998. 

Hydrocodone is used in niciny pain products, including Vicodin, an often-abased dmg. Fomier Green Bay 
Packers quarterback Brett Favre became addicted to Vicodin after first getting it from team doctors to relieve 
pain in 1992. 

Critics of the article question why tlie hydrocodone data was not included because it is an opioid and it has been 
abused. 

The hydrocodone data for 1 997 and 1 998 w-as available w-hen the JAMA article w^as published in 2000, said 
Len Paulozzi, a physician and medical cpideniiobgist witl\ the CDC. 

"I don't have a good understanding of why they made those choices (to omit the hydrocodone data)," said 
Paulozzi, who points out the missing JAMA datii in his slide presentation on America's prescription dmg 
overdose epidemic. 

In his email to the newspaper, Gilson said he and the other authors of the JAMA article explained in the article 
why tliey did not include hydrocodone. (It had to do with hydrocodone being a lower classification dmg tliat was 
not indicated for severe pain.) 

Tlie 1996 data was the latest that was available to them, Gilson added. 

Pautozzi said he believes the reassuring JAMA article had an influence on the prescribing liabhs of doctors. 
Changing those habits will be difficult, doctors say. 

But a group known as Physicians for Responsible Opioid Prescribing now is trying to undo the damage. 

It includes a list of myths and warnings about long-term opioid therapy. 

"It's not an easy thing to luin arouixl," said Ballantyne, of tlie Univci'sity of Washington. 

ThL'! article is part of an ongoing series about how money and conflicts of interest affect medicine and 
patient care. John Fauber reported this story> in a Joint project of the Journal Sentinel and MedPage 
Todav. MedPage Today provides a clinical perspective Jor physicians on breaking medical news at 
medpagetoday.com. Kristina Fiore, a staff writer with MedPage Today, and Ben Poston of the Journal 
Sentinel staff contributed to this report. 


Find this article at: 

http://w w w .jsonline.conVw alchdog/w atchdogreports/1 191301 14.htrnl 


□ Check the box to include the list of links referenced in the article. 
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Mrs. Bono Mack. And I think people need to start looking at the 
connection between these studies and these policies and the big 
money that you were just speaking about, Governor Scott. 

Governor Beshear, clarification again if I might. You did say the 
number of fatalities in Kentucky from drug overdoses has now sur- 
passed automobile accidents. Is that legal or illegal drugs, again? 

Mr. Beshear. It is a combination but the majority of it is legal 
drugs, abuse of legal drugs. 

Mrs. Bono Mack. Thank you. And then Governor Scott, as a 
businessman, when you look at the chart for the dramatic increase 
of opioid abuse, it is ironic that the trend line started screaming 
upward shortly after OxyContin was approved. As a businessman, 
does that look kind of fishy to you like it does to me? 

Mr. Scott. Yes. 

Mrs. Bono Mack. Thank you. 

Mr. Scott. If you look at my testimony, you see how many — I 
mean, 87 percent of it coming out of Florida too and just the dra- 
matic increase. 

Mrs. Bono Mack. Thank you. And another point, as somebody 
who has spoken publicly about my family’s problem with this or 
being involved with this disease of addiction — and it is a disease 
and I am happy that Congressman Harper brought up that side, 
that they shouldn’t be necessarily in the courts but we should treat 
it as a disease first and foremost. But as governors, when you meet 
the families that are suffering, aren’t these just normal families, 
regular families? I can show you stacks and stacks, I know you 
have pictures too, of kids who are in their senior year of high 
school, one family whose son died just a week before his graduation 
from high school, and he was an all-star athlete, on the dean’s list. 
Everything is right about these kids. Do you believe like I do that 
when these kids get access to these powerful painkillers they don’t 
stand a prayer in the ability to stay off of them? 

Mr. Beshear. This cuts across income brackets, it cuts across 
every bracket. This is a problem that everybody is having, and I 
don’t know that there is anyone in my State or any other State 
anymore that doesn’t know somebody, whether it is in their own 
family or a friend or another family that has been affected by this. 

Mr. Scott. Yes. A good friend of mine’s 18-year-old just died 2 
weeks ago of an overdose, and he found her. It would be horrible. 
But it impacts everybody. 

Mrs. Bono Mack. Was your friend aware that his daughter was 
using? 

Mr. Scott. He had found out, sent her to a program. What hap- 
pens to a lot of people is that, you know, the kids turn 18, they 
don’t have to be in a problem. 

Mrs. Bono Mack. There is a mother who will speak to that on 
the next panel, to that very thing. 

Have either one of you ever met somebody who wanted to be ad- 
dicted? 

Mr. Scott. No. I have a family member that has been addicted 
his whole life, never beat it. He started at a young age and never 
beat. 
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Mrs. Bono Mack. And it is a lifelong struggle. Again, I thank 
you two very much. I look forward to our continued working rela- 
tionship. Again, I appreciate your courage in being here today. 

I will now yield to Ms. Blackburn for 5 minutes. 

Mrs. Blackburn. Just a follow-on. Governor Beshear, you men- 
tioned you were thinking about putting your program as a man- 
date, and as I have sat here listening to you all respond to the 
questions, I am thinking, you know, it must be very difficult, and 
you may have some guidance for having a program that is an opt- 
in for your pharmacists and your physicians, and it seems as if 
those who are illegally prescribing or illegitimately prescribing, 
over-prescribing, would choose not to use the system. So I wonder 
what — if you would just explain a little bit about what has led you 
to that, and as Governor Scott is setting his program up, what 
would you advise him? Would you advise him for it to be a man- 
date from the get-go? 

Mr. Beshear. Well, I am going to be sitting down with our med- 
ical licensure board and our medical association and the dentists 
and the pharmacists and talk about this, but so far it has proven 
effective the way it is set up in that the doctors that are using it 
can actually detect other doctors even if they are not using it that 
are over-prescribing and are abusing the system as well as being 
able to detect those who 

Mrs. Blackburn. So you are using it as an accountability tool 
even for those that are outside of the system? 

Mr. Beshear. Yes. 

Mrs. Blackburn. OK. That is great. Now, how do you pay for 
your system and what is the cost of it each year? 

Mr. Beshear. It is paid for by State funds. 

Mrs. Blackburn. Taxpayer dollars? 

Mr. Beshear. Taxpayer dollars, and I am not sure, I can’t tell 
you offhand what it costs. 

Mrs. Blackburn. If you would submit that? 

Mr. Beshear. It costs a fraction of what it costs to handle the 
problem the other way. 

Mrs. Blackburn. All right. And Governor Scott, you said you are 
not taking a grant that was offered to you so how do you all intend 
to pay for your system? 

Mr. Scott. We have funding from other individuals and compa- 
nies that are putting the money up. 

Mrs. Blackburn. Are they pharmaceutical companies or 

Mr. Scott. No. We have got 2 years of funding right now. We 
are just starting to implement ours. 

Mrs. Blackburn. Correct. 

Mr. Scott. But no, it is not pharmaceutical companies. 

Mrs. Blackburn. So it is private funding? 

Mr. Scott. Right. 

Mrs. Blackburn. So there is no taxpayer dollar involved? 

Mr. Scott. No. 

Mrs. Blackburn. OK. Thank you. I yield back. 

Mrs. Bono Mack. The chair recognizes Mr. Guthrie for 5 min- 
utes. 

Mr. Guthrie. Thank you. Madam Chairwoman. 
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Again, I think that if I remember the problem, we were trying 
to define it in the legislature, it seemed to be Medicaid, you know, 
where if you have private insurance and they limit how many pre- 
scriptions you can get over and over, and we had to address that 
with the Medicaid but it just seemed that is where a lot of the pre- 
scriptions were coming, not everyone. It cuts across all swaths of 
people. But the concentration of it was. And you weren’t here. Gov- 
ernor Beshear, earlier but Mr. McKinley asked the question to the 
panel before, to the DEA, about why does Appalachia seem to be 
in a bigger — you know, because it is not only Appalachia using 
drugs in Kentucky, I can tell you that. In my area, though, it is 
methamphetamine. So every time we would show up in Frankfort 
for our legislative sessions, groups of us were trying to fight meth 
and other groups were fighting this. But it does seem the prescrip- 
tion drug part of it is concentrated in Appalachia where in my area 
it is the illegal manufacture of meth. I don’t know the answer to 
that, and I thought it was a good question. I don’t know if you all 
have looked at that way, why Appalachia seems to be more on the 
prescription side. Maybe it is 1-75 access to Florida versus our area 
is not that way. I don’t know. 

Mr. Beshear. Well, it is obviously a nationwide problem. There 
are, I think, concentrations of prescription drug abuse in some 
places. There are concentrations of things like meth 

Mr. Guthrie. In my area. 

Mr. Beshear [continuing]. And illegal drugs in other places, but 
obviously it blankets the United States and it is getting worse, not 
better. 

Mr. Guthrie. You know, when we come to Washington and talk 
about problems in our State, we have to do that, but obviously we 
have — and you are the governor of my favorite State and obviously 
a beautiful place, but we have to talk about these problems and we 
have to get together and try to solve them. So thank you very much 
for being here today. 

Mr. Beshear. Well, the first step is to recognize that we have got 
the problem. 

Mr. Guthrie. I think Governor Scott wants to comment. 

Mr. Scott. Somebody just told me that there are no State tax- 
payer dollars but we are going to get some dollars from the Hal 
Rogers Federal grant, but there is no State taxpayer dollars. 

Mrs. Bono Mack. Thank you for the clarification. 

Mr. Guthrie. If you want my time. Madam Chairwoman, I will 
yield you my time back. 

Mrs. Bono Mack. Oh, thank you. I was taking it anyway. 

Mr. Guthrie. OK. Go ahead. 

Mrs. Bono Mack. I think an important issue is whether or not 
there was other pharmaceutical money involved, which is a ques- 
tion we debate here on many things, but in this specific instance, 
I thought the Purdue Pharma, your decision on that was a good 
one, and I applaud both of you to wrap it up and to thank you for 
your time today and your spirit and the willingness to truly ad- 
dress this problem. We are not going to end it. We are not going 
to solve it entirely. But I do believe good, innocent people are suf- 
fering, and crime, it is a very basic situation for me. The FDA ap- 
proves and regulates and the DEA is supposed to control, and with 
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statistics like that, it shows that we are failing, and it is time to 
stop. Too many people are dying and too many of our constituents, 
and more and more of my colleagues would have participated 
today. I know Congressman Vern Buchanan is very interested now. 
Congressmen from Massachusetts are very interested. This is not 
only Kentucky and Florida, it is nationwide, and as the panels go 
on, we will focus on California and what is happening. So Florida, 
don’t feel that it is all you because it is throughout the country. 

But thank you, gentlemen, very much. I look forward to working 
with you. 

At this point the subcommittee will take a very brief recess to 
seat the third panel. 

[Recess.] 

Mrs. Bono Mack. The subcommittee will come back to order, 
please. I thank the staff for being so quick in switching the panels 
over. 

On our third panel, as you can see, we have seven witnesses as 
I introduce them all at once. First is Phil Bauer, surviving father 
of Mark Bauer. Phil serves on the Parent Advisory Board for the 
Partnership for a Drug-Free America. Our next witnesses are 
Kathy and Courtney Creedon, surviving mother and sister of Ryan 
Creedon. Kathy is also Founder of Mothers against Prescription 
Drug Abuse, and I am blessed and lucky enough to call them my 
own constituents. Also testifying will be April Rovero, surviving 
mother of Joey Rovero and Founder of the National Coalition 
against Prescription Drug Abuse. Our next panelist is Dan Harris, 
who overcame a prescription drug addiction to gain custody of his 
children. He is a drug court graduate and also a constituent of 
mine. And finally, we are pleased to have Dr. Carol Boyd and Dr. 
Amelia Arria, who are widely respected nationally for their insight 
into addiction. On a personal note, staff told me to say what I al- 
ready said about how proud I am to have some constituents on this 
panel. 

So welcome to each and every one of you. I really appreciate your 
being here. If you can see the timer boxes down there, it is just like 
a traffic light, green, yellow and red. You know what they mean. 
The total time you are allotted will be 5 minutes each, so we are 
now going to recognize Phil Bauer for 5 minutes. 
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STATEMENTS OF PHIL BAUER, FATHER OF MARK BAUER AND 
PARENTS ADVISORY BOARD MEMBER, PARTNERSHIP AT 
DRUGFREE.ORG; KATHY CREEDON, MOT H ER OF RYAN 
CREEDON AND FOUNDER, MOTHERS AGAINST PRESCRIP- 
TION DRUG ABUSE, ACCOMPANIED BY COURTNEY 
CREEDON, SISTER OF RYAN CREEDON; APRIL ROVERO, 
MOTHER OF JOEY ROVERO AND FOUNDER, NATIONAL COA- 
LITION AGAINST PRESCRIPTION DRUG ABUSE, AND PARENT 
AMBASSADOR, PARTNERSHIP AT DRUGFREE.ORG; DAN HAR- 
RISON, DRUG COURT GRADUATE; CAROL J. BOYD, PH.D., 
R.N., F.A.A.N, DIRECTOR, INSTITUTE FOR RESEARCH ON 
WOMEN AND GENDER, PROFESSOR OF NURSING, UNIVER- 
SITY OF MICHIGAN, ANN ARBOR; AND AMELIA M. ARRIA, 
PH.D., DIRECTOR, CENTER ON YOUNG ADULT HEALTH AND 
DEVELOPMENT, UNIVERSITY OF MARYLAND 

STATEMENT OF PHIL BAUER 

Mr. Bauer. Good morning, Chairman Bono Mack, Ranking Mem- 
ber Butterfield and members of the subcommittee. My name is Phil 
and I am from York, Pennsylvania, and I am here today speaking 
as a dad. 

If you were to ask any parent what their biggest fear in life is, 
their worst nightmare, most would tell it would be losing a child. 
We are living that nightmare and it is worse than we ever could 
have imagined. 

Our youngest son, Mark, died from prescription drugs. His death 
was preventable and avoidable, and I believe the underlying cause 
was ignorance: my ignorance. Of all the things I worried about as 
a dad, abuse of medicine wasn’t among them. Unfortunately, there 
are many people who continue to underestimate the dangers of 
abusing prescription drugs and, as I know all too well, ignorance 
can be fatal. 

On June 4, 2004, my wife Cookie and I, along with our oldest son 
Brian, attended the high school graduation of our youngest son 
Mark. As you know, there are many emotions that come with grad- 
uation, and it is a significant milestone and accomplishment in a 
young person’s life, and the emotions are not just for the graduate 
but for their families as well — pride, happiness, relief, fear, sad- 
ness. It is a transition in life, and some refer to it as the beginning. 

The words I would use to describe our emotions at Mark’s grad- 
uation are devastation, emptiness and confusion. It marked the end 
of our son’s life. I can remember so well sitting there and staring 
at an empty chair where Mark should have been sitting with his 
cap and gown draped over the back of the chair, and his diploma 
and yearbook laying on the seat, but Mark wasn’t there. 

On May 28, 2004, on what would have been his last day of high 
school, just one week before graduation, Mark died. That morning, 
I responded to my wife’s screams and went to see what was wrong, 
and she said that she couldn’t wake Mark up. I started CPR and 
Cookie called 911. When the emergency personnel arrived, we fol- 
lowed the ambulance to the hospital, were escorted to the little 
room, and then heard the words that our son was dead. We went 
back to see him to try to say our goodbyes, and we cried on his life- 
less body. For Cookie and I, life as we knew it ended that day. 
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In his room that morning, we found a clear plastic hag of loose 
pills. They weren’t his, nor did they belong to anyone else in our 
family. There were seven different types of pills in the bag, and 119 
pills in all. When the toxicology report came back 3 months later, 
it was consistent with what we found in the bag in his room. Mark 
died from a lethal mix of oxycodone, acetaminophen, morphine and 
stimulants. 

Just to give you a little background of our family, when our sons 
were born, they became the focal point of our lives. Their mom quit 
work and became a stay-at-home mom, and she has been a terrific 
mom. To me, being their dad has been the most rewarding and im- 
portant part of my life. I was a diaper-changing, bath giving, story- 
reading, full-service dad. I took them everywhere I went, diaper 
bag and all, and we were together constantly. Throughout the 
school years, our sons never came home to an empty house. 

Mark was quiet and an introvert. He didn’t let many people into 
his life; you had to bring him into yours. When people took the 
time to get to know him they found a wonderful, caring person. 
Never much for words, he had a terrific sense of humor and could 
make you laugh just by his expressions and mannerisms. He loved 
sports, especially basketball, and was an avid weightlifter from the 
time he was 11. In the later stages of his life, Mark was 5-foot-9, 
175 pounds. He could dunk a basketball and bench-press 400 lbs. 
Besides sports, he loved his family, friends, the Outer Banks of 
North Carolina, puppies. Star Wars, playing video games, any Les- 
lie Nielson movie, shopping with his mom, and making fun of his 
dad. 

One thing we will never know is why Mark chose to take these 
pills. We don’t know if he was abusing prescription drugs to get 
high or self-medicate or to self-regulate. We also don’t know if he 
had an addiction problem that went undetected, or if this was just 
an opportunity that presented itself I know now that abuse of 
medicine can lead to the same dependence and addiction as that 
of illicit drugs. They can also be lethal on the first use, especially 
if mixed with other substances. 

Unfortunately, there are still many people who underestimate 
the dangers of abusing prescription drugs. They believe that abus- 
ing these medicines is safer than using illicit drugs yet it is causing 
more deaths in our country than heroin and cocaine combined, and 
filling up our treatment centers. Based on the numbers from the 
CDC, on an average day in the United States, 31 people will die 
from prescription painkillers alone. 

From the motivation and inspiration that I draw from Mark’s life 
and death, I have dedicated myself to do anything possible to raise 
awareness about prescription drug abuse. I have learned so much 
about this issue over the past several years and have had many 
mentors. My journey has included forging partnerships with orga- 
nizations and agencies which share my passion and commitment to 
combat this issue. I am pleased and fateful to have the oppor- 
tunity to now serve on the Parent Advisory Board of The Partner- 
ship at DrugFree.org and to help promote and support their won- 
derful tools for parents. 

I have also had many opportunities to speak on this topic at na- 
tional conferences, to law enforcement, to health care professionals. 
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to community groups and parent groups throughout Pennsylvania, 
and to high school students. I plan to continue these efforts as long 
as I am able. Abuse and misuse of prescription drugs is devastating 
too many families, causing crime and other social issues, filling our 
treatment centers, and killing too many of our children. 

There is no way to tell someone what it is like to lose a child. 
You either know what it is like or you don’t, and I truly hope you 
don’t. I am committed to do anything I can to help others avoid the 
devastation that Cookie and I live with every day. Today, I would 
like to offer my assistance to this subcommittee, if there is any- 
thing at all that I can do to support or promote your efforts to com- 
bat this public health crisis. Thank you. 

[The prepared statement of Mr. Bauer follows:] 
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Testimony of Philip G. Bauer 
Parent Advisory Board Member 
Partnership at Drugfree.org, York, Pennsylvania 

before the 

Subcommittee on Commerce, Manufacturing, and Trade 
Committee on Enei^y and Commerce 
United States House of Representatives 

“Warning: The Growing Danger of Prescription Drug Diversion” 

April 14, 2011 

Summary of Testimony 

When prescription drugs are diverted, and used for non-mcdical purposes, it comes with the same 
consequences as that of heroin, cocaine or any other street drug. It can lead to dependence or drug 
addiction, and brings with it the same social impact as illicit drugs. 

Of greatest concern is the toll that prescription drug abuse is taking on our young people. What 
motivates teens to engage in prescription drug abuse? Ultimately, their desire for get high , to self 
medicate, or to self regulate, and it outweighs their perception of the risks. Availability and ease of 
access is fueling this public health crisis. 

According to The Partnership at Drugfree.org: 

• 1 2 to 1 7 year olds abuse prescription drugs more than they abuse ecstasy, crack/cocainc, heroin, 
and methamphetamine combined 

• Every day, 2,500 teenagers use a prescription drug to gel high for the first time. 

• 60% of teens who have abused prescription painkillers did so before age 15 

• There are as many new abusers age 12 to 1 7 of prescription drugs as there are of marijuana 


The abuse of precription painkillers now cause more deaths than heroin and cocaine combined. 
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Testimony of Philip G. Bauer 
Parent Advisory Board Member 
Partnership at Drugfree.org, York, Pennsylvania 

before the 


Subcommittee on Commerce, Manufacturing, and Trade 
Committee on Energy and Commerce 
United States House of Representatives 

“Warning: Tbe Growing Danger of Prescription Drug Diversion” 
April 14, 2011 


Good morning Chairman Bono Mack, Ranking Member Butterfield, and members of the 
subcommittee. My name is Phil Bauer and I'm from York, Pennsylvania. 1 am here today speaking as 
a dad. 


If you were to ask any parent what their biggest fear in life is - their worst nightmare - most would say 
that it would be losing a child. We arc living that nightmare, and it is worse than we could ever have 
imagined. Our youngest son Mark died from prescription drugs. His death was preventable and 
avoidable, and I believe the underlying cause was ignorance - my ignorance. Of all the things 1 
worried about as a dad, abuse of medicine wasn't among them. 1 just didn't think about it... and now 
my son is dead and there is nothing 1 can do about it. Unfortunately, there are many people who 
continue to underestimate the dangers of abusing prescription drugs and, as 1 know all too well, 
ignorance can be fatal. 


On June 4, 2004, my wife Cookie and 1, along with our oldest son Brian, attended the high school 
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graduation of our youngest son Mark. As you know, graduating from high school is a significant 
milestone in a young person's life. There are many emotions during that time, not only for the 
graduate, but for their family as well - pride, happiness, relief, fear, sadness. It is a transition in life, 
and some refer to it as the beginning. 

The words I would use to describe our emotions at Mark's graduation are devastation, emptiness and 
confusion. It marked the end of our son's life. I can remember staring at the chair where Mark should 
have been sitting - his cap & gown draped over the back, and his diploma and yearbook laying on the 
seat ~ but Mark wasn’t there. 

On May 28, 2004, Mark died on what would have been his last day of high school, just one week prior 
to graduation. That morning, I responded to my wife's screams and went to see what was wrong. She 
said that she couldn't wake Mark up. Cookie called 911 and 1 started CPR. When emergency 
personnel arrived, we followed the ambulance to the hospital, were escorted to the “little room”, and 
then heard the words that our son was dead. We went back to see him and to say our goodbyes - and 
we cried on his lifeless body. For Cookie and I, life as we knew it ended that day. 

In his room that morning, we found a clear plastic bag of loose pills. They weren't his, nor did they 
belong to anyone else in our house. There were 7 ditTcrcnt types of pills in the bag - and 1 19 pills in 
all. When the toxicology report came back 3 months later, it was consistent with the pills found in his 
room. Mark died from a lethal mix of oxycodone, acetaminophen, morphine and stimulants. 


Let me give you a little background of our family. When our sons were born, they became the focal 
point of our lives. Their mom quit work and became a stay-at-home mom. She has been a terrific 
mom! To me, being their dad has been the most rewarding part of my life. I was a diaper-changing, 
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bath giving, story-reading, ‘‘full service” dad. I took them everywhere I went and we were together 
constantly. Throughout the school years, our sons never came home to an empty house. 


Mark was quiet and an introvert. He didn’t let many people into his life; you had to bring him into 
yours. When people took the time to get to know him they found a wonderful, caring person. Never 
much for words, he had a terrific sense of humor and could make you laugh just by his expressions and 
mannerisms. He loved sports - especially basketball — and was an avid weightlifter from the time he 
was 1 1 . In the later stages of his life, Mark was 5'9” and 175 lbs - he could dunk a basketball and 
bench-press 400 lbs. Besides sports, he loved his family, friends, the Outer Banks of North Carolina, 
puppies. Star Wars, playing video games, any Leslie Nielson movie, shopping with his mom, and 
making fun of his dad. 


One thing we wdll never know is why Mark chose to take these pills. We don't know if he was abusing 
prescription drugs to get high. ..to self medicate.. .or to self regulate. We also don't know if he had an 
addiction problem that went undetected, or if this was just an opportunity that presented itself. I know 
now that abuse of medicine can lead to the same dependence and addiction as that of illicit drugs. They 
can also be lethal on the first use - especially if taken with other substances. 


Unfortunately, there are still many people who under-estimate the dangers of abusing prescription 
drugs - they believe that abusing these medicines is safer than using illicit drugs - yet it’s causing more 
deaths in our country than heroin and cocaine combined, and filling up our treatment centers. Based on 
the numbers from the CDC, on an average day in the U.S. thirty-one people will die from prescription 
painkillers alone - and that's not o.k. 
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From the motivation and inspiration that 1 draw from Mark's life and death, 1 have dedicated myself to 
do anything possible to raise awareness about prescription drug abuse. I have learned so much about 
this issue over the past several years - and have had many mentors. My journey has included forging 
partnerships with organizations and agencies which share my passion and commitment to combat this 
issue. I am pleased and grateful to have the opportunity to now serve on the Parent Advisory Board of 
The Partnership at Drug Free.org. - and to help promote and support their wonderful tools for parents. 

I have also had many opportunities to speak on this topic at National conferences, to law enforcement, 
to health care professionals, to community groups and parent groups throughout Pennsylvania, and to 
high school students. I plan to continue these efforts as long as 1 am able. Abuse and misuse of 
prescription drugs is devastating too many families, causing crime and other social issues, filling our 
treatment centers, and killing too many of our children. 


There is no way to tell someone what it's like to lose a child - you either know w hat it's like or you 
don't. I am committed to do anything I can do help others avoid the devastation that Cookie and I live 
with everyday. Today, I would like to offer my assistance to this committee - if there is anything at all 
that I can do to support or promote your elToils to address this public health crisis. Thank you. 
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Mrs. Bono Mack. Thank you very much. 

Ms. Creedon, you are recognized for 5 minutes. 

STATEMENT OF KATHY CREEDON 

Ms. Kathy Creedon. Thank you. Good morning, everyone. 
Thank you, Chairman Bono Mack. I am so grateful to he here 
today, and I hope that my testimony provides valuable information 
that will help bring awareness about the epidemic of prescription 
drug abuse and diversion we currently face in our Nation. 

My story is about the most severe consequences of abusing pre- 
scription drugs. I lost my son Ryan on September 4, 2009, to an 
overdose of OxyContin. He was just 21 years old, and I agreed to 
come here today because I know there are thousands of families 
who are struggling with the pain of this situation just like I am. 
I sit here before you today on behalf of all of us and hope for some 
victory. My daughter Courtney is here with me today available to 
answer any questions after my testimony. 

So I just wanted to say that I fought relentlessly to save Ryan’s 
life, but when addiction is present, it is like spinning your wheels 
to try to keep up with their compulsive behavior. I believe the 
science that says addiction is a disease and it is not a moral fail- 
ure. 

As my written testimony details, my son was easily able to ob- 
tain these medications from doctors. He didn’t get his pills from my 
medicine cabinet. Once I realized he was getting medication 
through prescriptions and not on the streets, I thought I could stop 
it. He was an adult by this time, and HIPAA privacy laws made 
it difficult for me to communicate my concerns about him abusing 
pills to his doctors but that did not stop me. I was able to get my 
foot in the door more than once. However, my concerns were mostly 
ignored and Ryan still continued to receive OxyContin many times 
for something as simple as a backache. In some cases, even when 
doctors stopped prescribing OxyContin, they still prescribed other 
narcotics that a person with a history of drug addiction should 
never have had. 

In the last 13 months of Ryan’s life, I documented seven pages 
of medical records for visits to doctors, urgent care and emergency 
rooms. There were six near-death overdoses that always resulted in 
a 911 call and hospitalizations, once for 8 days in a lockdown facil- 
ity. It was a life-or-death struggle for Ryan many times, and we 
lived in fear. 

I saw my son’s addiction progress rapidly once he became ad- 
dicted to OxyContin. I believe that was the result of the aggressive 
off-label marketing practices of Purdue Pharma. He was never a 
candidate to receive such a powerful, addictive narcotic, and I feel 
he might be alive today if he had not discovered OxyContin. He 
made several attempts to get off the powerful opiate OxyContin but 
did not make it longer than 30 to 90 days at a time. 

After my son’s death, I had the opportunity to discuss all the 
careless mistakes made by the HMO that provided his care. I was 
told in that meeting that they were not aware of the dangers of 
OxyContin at the time my son was receiving it. They were told it 
was safer than other pain medications including methadone, mor- 
phine and fentanyl. That confirmed everything I had read regard- 
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ing lawsuits and Purdue Pharma, and now my family was a victim 
of their misleading practices. 

In general, Kaiser Permanente, which was the HMO in our coun- 
ty, claims it was not aware of the abuse of prescription drugs tak- 
ing place among our youth. I was quite surprised hearing that be- 
cause I thought that if I knew, surely they should have known. I 
then realized how important it was to figure out a way to bring 
awareness of the situation to the medical community as well. I be- 
lieve that this lack of understanding contributed to my son’s death. 

In addition to the fact that they continued prescribing him nar- 
cotics after they knew he was an addict, I feel that prescription 
education is so important. Ryan’s addiction to OxyContin resulted 
in a felony conviction for altering a prescription at a pharmacy. He 
was obtaining prescriptions from many sources at the time that 
could have been averted if a prescription monitoring program was 
in place. Some of those drugs ended up on the streets. Ryan basi- 
cally became a drug dealer to support his addiction to OxyContin. 
It was unbearable to see what was happening to my son, at what 
lengths addiction will take a person to. 

So in closing, I would like to say I will not stop fighting for my 
son in his memory. As a result, I have joined with some mothers 
to create an organization to fight this epidemic. Our goal is to 
make a difference and to try to save lives by bringing awareness 
to as many people as possible. So I appeal to those of you in this 
room today from the bottom of my heart to help me make a dif- 
ference. 

I thank you all so much for being here, and I would like to re- 
quest that each of you reach out to other Members of Congress, 
your colleagues, friends and family to spread the word about this 
epidemic, and please be open-minded and learn all you can. To- 
gether we can make a difference. Thank you. 

[The prepared statement of Kathy Creedon follows:] 
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Witness Name: Kathy Creedon 

“Warning: The Growing Danger of Prescription Drug Diversion” April 14, 2011 
Subcommittee on Commerce, Manufacturing and Trade 

Summary 

Prescription drugs were responsible for the death of my son Ryan. 1 found out that when the 
disease of addiction is present it creates such uncontrollable behavior, that unless you have lived 
through it, or are educated, it is hard to understand. Ryan’s chances for recovery were greatly 
diminished, once he became addicted to Oxycontin. The aggressive off label marketing practices 
of Purdue Pharma made it easier for my son to be prescribed this medication, for unnecessary 
reasons, I was told Ryan’s HMO believed that it was a safer pain medication, compared to some 
other choices. Ryan’s pain did not require such a potent addictive drug. The severe withdrawal 
symptoms and expense of effective opiate withdrawal medications became an obstacle in my 
son’s recovery. The HMO providing Ryan’s medical care often lacked means of 
communication between physicians’s that allowed him to receive what he should not have had. 
When you combine a person with the disease of addiction, people with lack of follow through, 
and inappropriate prescribing, it created a situation that lead to the outcome 1 have to live with 
for the rest of my life. There were many times along the way that Ryan was prescribed Schedule 
II, in and IV controlled substances under the Controlled Sub.stance Act. It is well documented 
in pharmaceutical literature they were not appropriate for someone with a history of drug 
abuse. My son’s life was in jeopardy every time he walked out of a pharmacy with another 
bottle of pills. This type of careless prescribing of medications progressed my son’s disease so 
severely, that I had to file a restraining order and he became homeless. He was taken by 
ambulance many times for drug overdoses, and 1 feared for his life each time. Privacy laws also 
became an obstacle. It was difficult to effectively communicate my son's disease, to the people 
that needed to know, because he was an adult. When 1 did, they didn’t follow through and utilize 
the technology they had access to. A preseription monitoring program that utilizes real time 
would have averted many of the situations. There were times when Ryan’s prescriptions were 
sold on the streets. When 1 heard the Medical Director say to me, he did not know these drugs 
were being abused, 1 found it hard to believe. I assumed if 1 knew, he certainly should have 
known this, unfortunately this was not the case and contributed to my son’s death. So, 1 am here 
today, to bring awareness to you about this epidemic we have on our hands. 
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Witness Name: Kathy Creedon 

“Warning: The Growing Danger of Prescription Drug Diversion April 14, 201 1 
Subcommittee on Commerce, Manufacturing and Trade 

The Growing Danger of Prescription Drug Diversion is a topic that was a reality for my 
family and me for several years — it resulted in addiction, incarceration and death. My son Ryan 
died on September 4, 2009 from an overdose of Oxycontin. 1 value the opportunity to testify as a 
witness as I document my testimony of painful memories and facts of living with the disease of 
addiction. 

Ryan inherited the disease of addiction. I soon learned that addiction is a progressive 
disease, and that it is so powerful that even the negative consequences of addiction don’t stop an 
addict from using drugs. I sent my son to a residential treatment facility just before his 1 8th 
birthday — it was not successful, as he resumed abusing drugs little by little. I later found out he 
was experimenting with Oxycontin, that he obtained from unknown sources by means of 
diversion. By the time he was 20 years old, he commonly lost jobs; he lost his drivers license and 
car, his apartment, and pretty much everything else of value. I remember getting phone calls 
from Ryan on several occasions, saying he didn’t know what was wrong with him, but that his 
body ached, and he was freezing one minute and hot the next. I thought he must have had the 
flu — he was fatigued, and his legs ached. It got so bad that we ended up at urgent care with an 
unknown diagnosis from the physician. At that time, Ryan did not realize that it was Oxycontin 
withdrawal that was responsible for the cause of these severe symptoms. He soon found out that 
the symptoms disappeared when he would take Oxycontin again: he was addicted. Oxycontin 
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would eventually steal my son’s life, and though he was already abusing drugs, 1 feel that Ryan 
would still be alive if it weren’t for Oxycontin. 

He had to support his addiction, and was now beginning to sell drugs as a means to do 
so. He was not living at home, and started avoiding his family. This was not my loving son, the 
son that 1 had raised with morals and Christian values. He had begun leading a double life. He 
thought that if he lied to me, he would be protecting me from the world he was living in. As a 
mother, I found myself being consumed with trying to save my son’s life, all while 1 had another 
child at home that needed parenting and attention — it was a difficult time to manage. 

As time passed, Ryan found out that he could obtain a prescription for Oxycontin by 
simply stating to a physician in our area that he had some back pain. Even though Ryan had a 
prescription for OxyContin. he would often run out before he could get a refill, so he began to 
sell other drugs in order to support his addiction. Ryan also claimed that he had developed 
anxiety, and so he was prescribed Xanex (another potentially addictive drug). In my research, I 
found out that his anxiety could have been due to abrupt withdrawal of opiates. 

The physician is currently under investigation by the California State Medical Board for 
prescribing i,ssues. I have been told that he is no longer able to prescribe narcotics — a decision 
handed down by the DEA. In desperation to save my son’s life, I reached out to a nurse at this 
doctor’s office and managed to have several conversations with her and the doctor about my 
concerns regarding their prescribing practices. I also alerted them to my son’s addiction. My 
concerns w'ere overlooked and Ignored, as they continued to prescribe addictive medications, I 
later received information from a recovering addict that this physician’s office was an outlet for 
drug diversion practices. Ryan was known to have met other addicts in this office that he then 
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began selling drugs to. 

At some point, when Ryan was receiving Oxycontin from the above physician, he stated 
he wanted to get off Oxycontin and admitted he had an addiction. However, he knew' he could 
not tolerate the withdrawal symptoms. He had heard about Suboxone, a medication to treat 
opiate withdrawal. We located a physician approved to prescribe Suboxone and Ryan started 
treatment. It was very' effective, but expensive with a combined cost of approximately $600,00 a 
month for office visits and medication. After one month of treatment, Ryan compared the cost to 
Methadone (at approximately $70,00 a month) and decided to go back to the above physician for 
Methadone and treat himself, against my recommendation. Within two months, that physician 
was again prescribing him 0,xycontin, and Ryan was back into his full-blown addiction. 

During the last months of Ryan’s life he became eligible for medical insurance, and he 
utilized the benefits to feed his addiction. 1 have documented seven pages, including 72 entries of 
medical history for a thirteen-month period that 1 was able to obtain. This part of my testimony 
does not directly relate to the topic of this hearing. It indicates that prescription drugs pre.scribed 
even through legitimate means are subject to diversion when addiction is present. Ryan had now 
become proficient in the “ropes” of obtaining what he wanted from the attending physician. I 
feel that carelessness and ignorance of the danger of opioid abuse, along with lack of knowledge 
about addiction, created a situation that enabled my son’s addiction. Again, like I did with the 
first physician, I begged my way into speaking with the person at this HMD facility that I 
thought could put a stop to this unnecessary prescribing to my son. I was fully aware of the 
HIPAA laws in place to protect my son’s privacy, but I was desperate again to save my son’s 
life. I was granted a face-to-face meeting with the facility director. I was told by this person that 
he would relay my concerns about Ryan’s addiction to the physician Ryan had an appointment 
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with two days later. I felt relieved that this would put an end to Ryan’s attempts to further his 
addiction with 100% free prescription drug coverage under his plan. Almost two months to the 
day after my conversation, it was necessary to make a 91 1 call... Ryan w'as in serious medical 
trouble. Once he was stabilized, he was admitted on a California Code 5150, an involuntary 
psychiatric hold for eight days. The diagnosis was Opiate (Oxycontin) and Benzodiazepine 
(Xanc.x) dependence. 1 later found out that he was prescribed Oxycontin, and Alprazolam 
(generic for Xanex) at the appointment I had tried to avert. 1 have read online from a reliable 
source backed up with references the following: Narcotics (Oxycontin) should never be 
combined with other types of drugs that depress the central nervous system, including 
benzodiazepine tranquilizers such as alprazolam (Xanex). Ryan was having a severe reaction that 
included hallucinations, most likely due to rapid dose reduction of one or both because he was 
abusing them. Yet, he continued to be prescribed Xanex. During the same appointment, he was 
referred to the pain management department, where he was again prescribed Oxycontin a few 
weeks later for 40 mg. of Oxycontin three times a day. In May 2007, Purdue Pharma, the 
manufacturer of Oxycontin, paid $19.5 million in fines relating to the aggressive off label 
marketing practices. The company had encouraged more frequent dosing than the recommended 
interval of 12 hours, and did not fully disclose the risk of hazardous or harmful use. Apparently 
news of the fines did not reach the HMO that was responsible for Ryan’s medical 
treatment. Ryan was prescribed OxyContin without a doctor verifying his claims of pain, either 
with an x-ray or MRl that would not have justified prescribing such a potent pain reliever. In the 
same two-month period, Ryan was arrested for a felony at the pharmacy on the premises, for 
altering a prescription for Oxycontin. 1 have seen multiple warnings that indicate that all patients 
receiving opioids should be routinely monitored for the signs of misuse, abuse or addiction. The 
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pharmacy, that alerted law enforcement resulting in the arrest, failed to comply with that warning 
and did not notify Ryan’s primary care physician, who was, by the way, located in the same 
building. It was only six days later that Ryan went back to the same HMO and received 45 more 
Oxycontin. All this occurred after I had alerted the facility that my son was a drug addict and 
had a history of abusing narcotic medications. 

Ryan also made visits to the local hospitals’ emergency departments during this particular 
time period and received more Oxycontin. If a prescription-monitoring program were in place, 
this would not have happened. In addition to repeated visits to his primary care physician, the 
HMO authorized a referral to a psychiatric facility for his anxiety. Ryan began receiving 
prescriptions for the same medication from the primary care physician and the psychiatrist. In a 
ten day period, Ryan legally obtained 210 Alprazolam (generic for Xanex). 

Situations like this repeated themselves until the day Ryan died. In fact, it got worse — 
there were five near death overdoses, each one of them occurred within 24 hours of Ryan being 
prescribed addictive drugs. My daughter and I had to live through what seemed like a nightmare, 
through every occasion, many of which could have been prevented. He did manage to get into 
treatment for addiction during the ten months prior to his death, but unfortunately after five 
weeks he was kicked out for abusing medication that he was prescribed while he was in a 
recovery program. When I questioned how this could happen, it was explained to me that privacy 
laws prevented the primary care physician at the HMO facility from knowing that Ryan was a 
patient in the drug treatment facility. So, for a sprained foot, Ryan was prescribed Vicodin, a 
narcotic pain reliever, and three other medications not appropriate for someone with a history of 
addiction, as indicated on the pharmacy information sheet. Ryan’s disease must have prevented 
him from taking the responsibility to say he did not want a narcotic pain reliever. Dr. Drew, a 
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leading expert in addiction said that even when narcotics are appropriately prescribed to an 
addict, their life is in danger. It will change the addicts thinking and change their motivation. 
Ryan was back on the streets after this, and again, we were in fear of Ryan’s life. Ryan’s 
addiction took him to a place that is de.scribed perfectly by Dr. Nora Volkow, Director, National 
Institute on Drug Abuse: “On a personal level, as a physician 1 have never met an addicted 
person who chose to be addicted or who expected that this compulsive, uncontrollable behavior 
would emerge when they started taking drugs.” 

Ryan was admitted to the hospital .several times, by way of ambulance due to an 
overdose. Once, while hospitalized he was interviewed by the hospital LCSW. The following is 
documented in a Summary of History; [Ryan] also admitted that he has a 7 year hi.story of poly 
substance abuse, admitted being arrested for substance related issues, admitted his mother 
refused to allow him to return home and has obtained a re.straining order for the patient because 
of his drug abuse. In the Impression/Assessment it states: He does not see him.self as having a 
substanee abuse problem and is unwilling to make any serious attempt to overcome his addietion 
to pain medications. Ryan often justified his addiction by stating he was only taking what the 
doctor gave him. 


The day before Ryan died, he was prescribed 60 2 mg Alprazolam (generic for Xanex) to be 
taken 4 times a day, which is an extremely high dose, from the same HMD. His medical records 
should have showed that his tolerance would not have Justified this amount, however, the records 
were apparently not referred to. 1 made a phone call one week after my son’s death to inform the 
facility director, who 1 had my original meeting with almost a year earlier that my son had died, I 
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said, “with all the technology you have, this should have never happened.” I had been told 
almost a year earlier from the pharmacist who was involved in the prior arrest that “[he] won’t be 
getting any more prescriptions from this pharmacy.” But that was not the case. When I told the 
facility director about this exchange, he replied something to the effect that the pharmacy was his 
safety net and he does not know why it happened, and, that I was right, it should not have 
happened. He told me he would look into it and call me back. I never got that phone call 

As a result of all this history, and a failed attempt to file a lawsuit after my son’s death I 
needed answers. I was notified about six months after my son died that the HMO responsible for 
his medical care w'anted to meet with me. In reviewing the medical history, here is the 
conclusion of those meetings in brief: 

1. One of physicians said that he was not aware of the abuse among young people, and he was 
surprised after it was brought to his attention. 

2. I was told that w'hen Ryan was being prescribed Oxycontin they did not know about the 
dangers and believed the drug representatives. 

3. I was told that their hands arc tied with HIPPA laws, especially for addiction. They stated 
that more transparency is needed between primary care and psychiatry providers, and 
communication with family members. 

4. 1 was told that Oxycontin was touted as a new safer drug than Morphine, Fentanyl and 
Methadone. 

5. When I asked why Ryan was prescribed 2mg. 4 times a day, the day before he died, they said 
that Ryan was very convincing in getting w'hat he wanted, to which 1 replied, “So if your child 
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comes to you before dinner and wants a cookie, you give it to him? Who is in charge of the 


situation?” 


6. It was discussed, that the pendulum had swung over the years from physicians being afraid to 
prescribe narcotics to the opposite direction when pain management experts said, we must make 
our patients comfortable. 
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Mrs. Bono Mack. Thank you, and Courtney. I appreciate your 
being here to take questions at the end if we have them, but we 
will go to Ms. Rovero for your 5 minutes of questioning. 

STATEMENT OF APRIL ROVERO 

Ms. Rovero. Chairman Bono Mack and Ranking Member 
Butterfield and members of the subcommittee, thank you so much 
for having me here today. 

On December 18, 2009, just a week before Christmas, my hus- 
band and I received the devastating and inconceivable news from 
a Tempe Police Department detective that our youngest son, Joey 
Rovero, had had been found dead by friends in his apartment off 
campus near Arizona State University, where he attended college. 
Over the next few days, as we worked to get his body returned 
home to California, where we live, and funeral arrangements made 
so we could bury him the day after Christmas, a story began to un- 
fold that we were completely stunned by. 

We learned that Joey had been invited by a couple of students 
from ASU that he knew to travel with them on a 6-hour journey 
from Arizona to Rowland Heights, California, on December 9th, 
which was just 9 days earlier than his death, to visit a doctor who 
was well known for freely prescribing narcotic medications. All 
three students walked into this doctor’s office together after the 6- 
hour drive and all they all walked out a short time later with pre- 
scriptions in hand. Joey’s prescriptions, the first time she had ever 
seen him and after just a $75 payment to her, cash, and an X-ray 
that showed no problems in hand for him, was prescribed 90 30- 
milligram tablets of Roxicodone, 90 350-milligram tablets of Soma 
and 30 2-milligram tablets of Xanax. He and his friends were di- 
rected to a pharmacy that was at least 35 miles away from this 
doctor’s office. They drove there together and all of them had their 
prescriptions filled with absolutely no questions asked. We have 
since learned that both the doctor and the pharmacy had been 
under investigation for at least 2-1/2 years before Joey died. The 
DEA has since revoked her registration. The medical board has 
moved to revoke her license, and that is in process, and criminal 
prosecution is expected for Joey’s death, among several others for 
this doctor. 

Joey had never been previously treated for any of the conditions 
that were cited in his medical record by the doctor as the basis for 
the prescriptions that he received that day, and there was abso- 
lutely no indication that she counseled him on how dangerous 
these medications could be if they are misused or abused, espe- 
cially with alcohol. So again, just 9 days after he saw her, he was 
dead, and that was after partying with friends in a college, a typ- 
ical college setting, wee into the morning. Joey went to sleep and 
he simply didn’t wake up. 

The coroner’s report indicated that he died from low levels of 
Xanax and moderate levels of Roxicodone mixed with alcohol. His 
level of alcohol was .013. So he didn’t have huge amounts in his 
system. The medical examiner indicated that none of the individual 
ingredients were lethal but all of them in combination were. So it 
was the polymix that was the problem. 
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Joey was due home for winter break the day after he died, and 
the Christmas we expected to share with him never happened. In- 
stead, we somehow managed to get through the most awful week 
of our lives. Stunned, shocked and grieving, we picked out a 
gravesite, coffin and clothes for Joey to be buried in. I had to write 
an obituary for a young man who had not had time to develop the 
lifetime achievements that he should have been able to cite. 

Through it all we struggled to understand how this could have 
happened to him, how our perfectly normal family could have been 
dealt such a blow. There are really no words that can adequately 
describe what my husband, Joey’s brother and all of the other 
members of our family have experienced with his death. He was 
my husband’s only biological child, and his brother is now left with 
no sibling. As his mother, I truly feel as though a part of me is 
gone and just ripped away from me forever. Our lives were irrev- 
ocably changed the night that he died. 

Joey wasn’t a troubled young man. I want you to know that. He 
was a senior at ASU just 5 months away from graduating. He was 
a gifted athlete and a good student, even making the dean’s list at 
ASU in the fall of 2008. He worked every summer. He made 
money. He spent it wisely. He had a loving and caring relationship 
with all of his family members. He had tons of friends all over the 
country, and over 200 of them appeared at his funeral to support 
us and to honor Joey. His life has affected them also dramatically. 

Unfortunately, tragedy struck once again 9 months to the day 
after my son’s death when one of his two college roommates shot 
and killed himself in front of his girlfriend after a heavy night of 
drinking and prescription drug abuse. This problem has just con- 
tinued to manifest itself in that college environment. There have 
been six young men that have died over the course of the last year 
at that university alone. 

In addition to that, as we have heard today, in Florida we lost 
seven people a day, and over 32,000 people a year die from adverse 
reactions to medications, so something simply has to be done with 
this epidemic. 

It is extremely important to me that I do whatever I can to make 
a difference. We formed our National Coalition Against Prescrip- 
tion Drug Abuse, and I speak everywhere I possibly can to parents, 
students, educators and community leaders about this problem. 

One thing that I wanted to point out that hasn’t been mentioned 
today. I have a whole list of recommendations, many of them have 
been talked about today. I think the one that I really want to make 
sure is mentioned is that the pharmaceutical industry has been al- 
lowed over time to expand its influence over virtually every facet 
of American life using its near-unlimited financial resources to in- 
fluence the FDA and other governmental agencies, our educational 
research facilities, our legislators, unfortunately, and most alarm- 
ingly, our physicians and other medical providers. They are influ- 
encing medical research, drug trials and are compensating doctors 
to prescribe medications they want to become their next block- 
buster drug. The spider web of influence needs to be dismantled. 

Thank you very much for having me here today. 

[The prepared statement of Ms. Rovero follows:] 
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Testimony of April J. Rovero, Founder/President 
National Coalition Against Prescription Drug Abuse, San Ramon, CA 

before the 

Subcommittee on Commerce, Manufacturing, and Trade 
Committee on Energy and Commerce 
United States House of Representatives 

“Warning: The Growing Danger of Prescription Drug Diversion” 

April 14, 2011 

Summary of Testimony 

My family is just one among thousands that has been severely affected by the current prescription 
drug abuse epidemic. The death of my son, a senior attending Arizona State University, was 
completely shocking and devastating to everyone w'ho knew him. We had no idea that .locy, like so 
many of his college friends, had started recrcationally using prescription drugs. We didn’t know that 
prescription drug abuse is very prevalent on campuses and cLsewhere across our country. We never 
would have guessed that over 32,000 deaths a year are attributed to adverse reactions to prescription 
medications, that 7 people die each day in Florida alone and that prescription drug overdoses have 
overtaken traffic accidents as the leading cause of accidental death in at least 17 states. 

Before our son died, we were obviously living in a bubble, like so many others 1 talk with these days 
about prescription drug abuse. We had never heard of terms such as “dirty doctor”, “dirty pharmacy” 
and “pill mill”, and still find it incredulous that we’ve been so impacted them. Fortunately for us, our 
family was completely free of all substance abuse issues before Joey died, but that also meant that we 
didn’t know what to be on the alert for. We had not noticed mention of this epidemic in the media or 
heard about it from friends or other people we knew. So, there was no way to know that we needed to 
educate ourselves and share what we learned with our .son, who was living 900 miles away from home 
in an environment ripe for abuse. It’s hard to believe now that we were once so naive and uninformed. 

After learning that the majority of people aren't any more aware about his epidemic than we were, we 
decided to found the National Coalition Against Pre.scription Drug Abuse fwww.ncapda.org ) to increase 
public awareness about prescription drug dangers. Although there arc complex factors that contribute 
to this epidemic, we strongly believe that community education, improved prescribing controls, 
nationwide PDMP deployment, affordable recovery treatment options, physician training, diversion 
management and improved control over marketing of pharmaceuticals are all critical to saving our 
youth, already dubbed “Generation RX”. 
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Testimony of April J. Rovero, Founder/President 
National Coalition Against Prescription Drug Abuse, San Ramon, CA 
before the 

Subcommittee on Commerce, Manufacturing, and Trade 
Committee on Energy and Commerce 
United States House of Representatives 

“Warning: The Growing Danger of Prescription Drug Diversion” 

April 14, 2011 

Chairman Bono Mack, Ranking Member Butterfield, and Members of the Subcommittee: 

On December 1 8, 2009, my husband and I received the devastating and inconceivable news from a 
Detective with the Tempe, AZ Police Department that our youngest son, Joseph John Rovero, Hi 
(Joey), had been found dead by friends in his apartment off campus near Arizona State University 
(ASU), where he was attending college. Over the next few days, as we worked to get his body returned 
home to California, and funeral arrangements made so we could bury him the day after Christmas, 
a story began to unfold that we were completely stunned by. 

We learned that Joey had been invited by two other ASU students to travel with them on a six hour 
road trip from Arizona to Rowland Heights, California on December 9, 2009, to visit Dr. Lisa Tseng, a 
licen.sed and practicing Osteopathic doctor. All three students walked into her office together after 
their 6 hour drive and all walked out a short time later with prescriptions in hand. Joey’s prescriptions 
included ninety 30mg. tablets of Roxicodonc, ninety 350 mg. tablets of Soma and thirty 2 mg. tablets 
of Xanax. He and his "friends” w'ere told by Tseng that they had to fill their prescriptions at Pacifica 
Pharmacy, which was about 35 miles from her office. They drove there together and all of them had 
their prescriptions filled with no questions asked. Wc’vc since learned that both the doctor and 
pharmacy had been under investigation by the DEA for at least 2 '/z years before Joey died. 

Joey had never been previously treated for any of the conditions that were sited in Dr. Tseng’s 
medical record as the basis for what she prescribed for him that day. There was no indication in her 
records that she counseled Joey about how dangerous these medications can be if they are misused or 
abused, especially with alcohol. Joey died just nine days after his visit to Dr. Tseng. After partying 
with his college friends into the early hours of the morning, Joey went to sleep and never woke up. 

The Coroner’s report indicated that he died from low levels of Xanax and moderate levels of 
Roxicodone, combined with an alcohol level of .013. The report stated that Joey “died from the 
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combined toxic efTects of multiple drugs, including Ethanol, Oxycondone and Alprazolam. None of 
the drugs was present at a concentration that would have been individually lethal. However, each of 
the drugs has central nervous system depressant effects that would have been additive when taken 
together. There is no indication that the decedent intended to die on this occasion when he took the 
drugs in combination. Therefore, the manner of death will be classified as accident”. The medications 
prescribed by Dr. Lisa Tseng proved to be a lethal weapon for Joey. 

Joey had been due home for Winter break the day after he died, and the Christmas we expected to 
share with him never happened. Instead, we somehow managed to get through the most awful week of 
our lives. Stunned, shocked and grieving, we picked out a gravesite, coffin and clothes for Joey to be 
buried in. An obituary had to be written for a young man who had not had time to develop the lifetime 
achievements we should have been able to cite. Through it all we struggled to understand how this 
could have happened to Joey - how our perfectly normal family could have been dealt such a blow. 

There are really no words that can adequately describe what my husband, Joey's brother and all of 
the other members of our family have experienced with Joey’s death. He was my husband’s only 
biological child, and his brother is now left with no sibling. As his mother, 1 truly feel as though a 
piece of me has been ripped away - forever. Our lives were irrevocably changed the night that we 
learned Joey had died. I can’t believe any of us will ever fully recover from this tragedy that was so 
senseless and completely avoidable. 

Joey was not a troubled young man - far from it. He was a senior at ASU and was just 5 months 
from graduating. He was a gifted athlete and a good student, even making the Dean’s List at ASU in 
the Fail of 2008, his GPA over 3.5 that semester. He worked every summer and during every 
school break. He had a loving and caring relationship with all of his family members. Joey was 
extremely popular and he had friends all over the country who all seemed to feel as though he was their 
best friend. He was the one they went to for advise and counsel, and was known for being completely 
honest and non-judgmental. Over 200 of those friends attended his funeral, many of them missing 
Christmas with their families to travel from long distances to be with us that day. Joey's death has 
significantly impacted their lives, too. 

Unfortunately, tragedy struck once again nine months to the day of Joey’s death when one of his two 
college roommates shot and killed himself in front of his girlfriend after a heavy night of drinking and 
prescription drug abuse. This young man had struggled immensely with Joey’s death and his own 
addiction to Xanax and Oxycodone, .loey and John are just tw^o of six ASU students who have died 
from prescription drug-related causes this past year - all bright young men with very promising lives 
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ahead of them who are now gone forever. Every single week I learn about more deaths from 
prescription drug abuse, and each one is another dagger to my heart. In Florida alone, we lose seven 
people a day from overdoses and over 32,000 people a year die of adverse reactions to medications. 
Something simply must be done to end this epidemic. 

IFs extremely important to me that I do whatever I can to help other families avoid the devastation 
mine has experienced. Since Joey’s death, I've worked hard to educate myself about the prescription 
drug abuse/misuse epidemic and all of the various aspects and contributors to it. It became quickly 
obvious to me that there is a general lack of awareness about how dangerous these drugs can be. Most 
people assume that they are safer than illicit drugs because a doctor prescribes them, but it’s imperative 
that we spread the word that they simply aren’t. 

Determining that education could help reduce the death and addiction toil from prescription drugs, 
my family founded the National Coalition Against Prescription Drug Abuse (NCAPDA) in March, 
2010. NCAPDA’s primary focus is to increase public awareness and to stimulate and support 
legislative action that can reduce deaths and addiction due to prescription drugs. 

Losing a child is the very worst nightmare a parent can experience. No one can possibly fully 
understand how impacting it is unless you’ve experienced it yourself. Not only do you find it terribly 
painful to recount all the wonderful years you had with them, you lament the “what ifs” and “should 
have beens” that you’ll never experience with them. What career would they have developed after 
college graduation; who would they have married? What about those precious unborn grandchildren - 
what would they have looked like and what mark w'ould they have made in this world? You worry 
about what will happen to you when you grow' old. Who will be there who you can trust to be your 
advocate as your health fails and you need the support you thought would be there for you? You have 
to come to terms with the awful truth that you will have to live the rest of your life with a piece of your 
own life’s puzzle missing. 

No parent should ever have to live this new life my husband and 1 arc now forced to endure, without 
the beautiful son wc created together. I’m doing all 1 can to help others avoid what we’ve experienced 
by sharing Joey’s story w'ilh students, parents, educators, medical professionals, community leaders 
and legislators throughout the country. Prescription drug abuse has become a multi-faceted epidemic 
that is going to take all of us to tackle. We’ve got to take action now to stem the tide of death, crime 
and addiction that has left no American community unaffected. 
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Piease iet me know if there is anything I can do to support your efforts in addressing the tough 
issues surrounding the prescription drug abuse epidemic. I simply can’t stand idly by while it destroys 
more American families and their communities. I hope you can’t either, because the next statistic could 
be someone YOU love. Please don’t think it can’t happen to you - it can and does happen to the best of 
families. I know that now from personal experience. 

I respectfully ask that YOU consider how you can help facilitate the following actions to help put an 
end to the prescription drug abuse epidemic: 

1 . Most adults and youth don’t understand how dangerous some prescription drugs can be, 
especially when misused/abused. They believe they must be safer than illegal drugs 
because a doctor prescribed them. Please help increase public awareness by providing 
funding to federal and grassroots agencies with a demonstrated ability to educate adults and 
youth about the dangers of prescription drug abuse, 

2. Strong, highly addictive opiate analgesics such as Oxycodone are currently being prescribed 
routinely for moderate to severe pain. This prescribing range is far too wide and is resulting 
in severe over-preseribing by doctors and hospitals. These drugs should only be prescribed 
for patients with severe pain. Please establish laws that better manage how opiate 
analgesics are prescribed. 

3. Not all states have fully operational Prescription Drug Monitoring Programs (PDMP), and 
those that are operational don't have interstate functionality. Please establish adequate 
funding sources for states that need help in establishing these systems. Mandate use of their 
PDMP by doctors and pharmacists so that "doctor shoppers” can be helped and over- 
prescribing doctors can be shut down. 

4. The pre.scription drug epidemic has resulted in a dramatic increase in the number of addicts 
who need treatment, and many simply can’t afibrd to get the help they need. The impact on 
our communities is enormous in terms of increased crime levels and human suffering. 

Crime increases as addicts become criminals to support their drug habits. Families become 
emotionally and financially bankrupt as they deal with their loved one’s typically long road 
to recovery, it’s crucial that more affordable drug treatment and care options be established 
throughout the countrv' to deal w'ith this escalating problem. Please find a way to fund these 
essential resources. 
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5. Although most doctors haven’t been adequately trained in pain management, they are not 
restricted from prescribing (and often over-prescribing), very strong, addictive pain 
medications. Please establish laws requiring that physicians complete adequate, mandatory 
pain management training in order to prescribe these drugs to their patients with pain. 

6. America’s colleges and universities are not adequately educating their students about the 
dangers of prescription drug abu.se. Given the college party scene, which often includes 
excessive drinking and illicit or prescription drug abuse, it’s critical that students understand 
the dangers of misusing, abusing and mixing these substances. Please provide the resources 
necessary to initiate a national campaign aimed at college students to help save the lives of 
our country’s future leaders. 

7. Although the Drug Enforcement Agency (DEA) and local law enforcement agencies are 
working diligently on multiple fronts to manage prescription drug diversion, it is simply 
taking far too long to shut down “pill mills” and “dirty doctors” throughout the country. 

The longer they stay in business, the more lives are lost. Please drive action to .streamline 
processes and to e.stablish special inter-agency task forces to that can more quickly identify 
and stop unscrupulous medical providers. 

8. The United States and New Zealand are the only countries in the world that allow 
prescription drug commercials to air on network television stations. Despite Pharma’s 
rhetoric that they are simply trying to educate the public about important health issues, these 
commercials are nothing more than clever marketing tools. Please initiate the action needed 
to put an end to these harmful adverti.sements. 

9. The pharmaceutical industry has been allowed overtime to expand its influence over 
virtually every facet of American life, using its near unlimited financial resources to 
influence the FDA and other governmental agencies, our educational re.search facilities, our 
legislators and most alarmingly, our physicians and other medical providers. They are 
influencing medical research, drug trials and are compensating doctors to prescribe the 
medications they want to become their next blockbuster drug. This spider web of influence 
needs to be dismantled. Please establish an unbiased Federal task force to examine every 
facet of the pharmaceutical industry’s marketing and development practices and take action 
necessary to protect end their sphere of influence. 
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Mrs. Bono Mack. Thank you, Ms. Rovero. 

Mr. Harrison, you are recognized for the 5 minutes, and please 
do try to keep an eye on that red light for me. 

STATEMENT OF DAN HARRISON 

Mr. Harrison. Thank you. Chairwoman Bono Mack, Ranking 
Member Butterfield and distinguished members of Commerce, 
Manufacturing and Trade Subcommittee for giving me this oppor- 
tunity to speak before you today. I am very honored to be here. 

My name is Dan Harrison. I am a tribal member of the 
Muskogee Creek Nation of Oklahoma. I currently reside in Palm 
Springs, California, for the past 20 years. I worked as a structural 
ironworker and achieved apprenticeship status. In September of 
1995, I took a fall on a construction site. My fall not only resulted 
in a severe back injury but led to a life of addiction. 

After injuring my back, I went on disability for a couple of 
months, then finally went to an orthopedic surgeon, and I was told 
that I would need to have surgery which could result in never 
achieving 100 percent mobility. I chose not to have the surgery and 
developed my own solution of physical therapy and pain medica- 
tion. After 90 days, I stopped going to physical therapy and started 
drinking to intensify the effects of the pain medication. 

As the days went on, my drinking and opiate use increased and 
my life started spiraling out of control. During this time, my wife 
and I separated, and I shared custody of our two daughters. In 
1999, I remarried and soon after my third child was born. This all 
occurred while I had severe dependence on opiates and alcohol. The 
drugs are what got me through the day. I never had to go back to 
the doctor’s office after my initial injury. I developed such a strong 
relationship with the doctor that I needed only to call and they 
would refill my prescription with no questions asked. I would go 
into local emergency rooms where the doctor would see me and 
wave me back for regular pain injections. I rarely had to resort to 
the streets for my medications. Depending on what type of narcotic 
I wanted and the method of administering it resulted in which doc- 
tor I would call. 

In October of 2008, I decided I wanted to fight for full custody 
of my daughters. I felt that the mother was not caring for them the 
way I felt they should be cared for. I decided to call Child Protec- 
tive Services. After the investigation, they were removed from the 
mother’s care. When the caseworker showed up unannounced at 
my home, I had several cabinets full of prescription medication. 
When I was confronted, I admitted to the recent use of OxyContin, 
Vicodin, morphine, Lortab, Demerol, Dilaudid and marijuana. 

After hearing myself admit to the amount of drugs in my system 
and seeing the caseworker’s response, I knew it was time to make 
a change. The only way I would ever get custody of my daughters 
was to get help. I entered the Family Preservation Court, otherwise 
known as Family Dependency Treatment Court. The Family Pres- 
ervation Court applies the drug court model to child welfare cases 
that involve an allegation of child abuse or neglect related to sub- 
stance abuse. The Family Preservation Court seeks to do what is 
in the best interest of the family by providing a safe and secure en- 
vironment for the child while intensively intervening in the treat- 
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ment of the parents’ substance abuse and other comorbidity issues. 
This approach also results in better collaboration between agencies 
and better compliance with treatment and other family court or- 
ders necessary to improve child protective case outcomes. 

Since graduating from the program, I have learned that there 
are 2,500 drug courts including over 300 family dependency treat- 
ment courts in the United States. I am humbled to know that now 
over 120,000 addicted people a year have the opportunity for treat- 
ment and restoration in these courts, and I hope that somebody 
they are available to everyone who needs them. These courts have 
been proven to cut up to 40 percent of the crime rate and produce 
up to $27 for every dollar invested. 

When I first entered the Family Preservation Court, I had not 
accepted my problem. I was a little uneasy with myself or calling 
the CPS since the investigation turned on me. However, after my 
intake and sharing my history with the family preservation coun- 
selor, I realized how bad things had gotten. Through the Family 
Preservation Court, upon counseling and obtained guidance in edu- 
cating my daughters about the addiction, I participated in par- 
enting courses that taught me to effectively communicate with my 
children, how to create healthy boundaries. I was given support by 
my counselors and peers throughout my struggles with the reunifi- 
cation process. 

In 2010, I graduated from the Family Preservation Court. Today 
I am thankful that I called the CPS. Without their intervention, I 
would not be here today. Family Preservation Court has helped me 
realize I needed to get help for myself as well as my family. As a 
result of completing the program and completing other parenting 
courses, I have vowed to work diligently with the program and CPS 
side by side to work to do some outreach work for the ones that 
are still suffering from prescription drug use in the local commu- 
nity as well as the tribal community in southern California. 

I thank you for allowing me to come here and share just a little 
bit of my story. I realize today that I am a miracle that sits here 
because of my addiction and going through the process of my recov- 
ery, I realized how serious this epidemic is today. 

So thank you for inviting me here today to share my story. I am 
very humbled by that. Thank you very much. 

[The prepared statement of Mr. Harrison follows:] 
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U.S. House of Representatives, Committee on Energy and Commerce 
Subcommittee on Commerce, Manufacturing, and Trade 
"Warning: The Growing Danger of Prescription Drug Diversion" 

April 14, 2011 

Summary of Testimony of Dan Harrison, Drug Court Graduate 

My name is Dan Harrison. In September 1995, 1 took a horrible fall at a construction site. My fall not only resulted 
in a severe back injury, but it lead to a life of addiction. The drugs are what got me through the day. I never had to 
go back to a doctor's office after my initial Injury. I developed such a strong relationship with my doctors that i 
would only need to call and they would refill my prescription with no questions asked. 

In October of 2008 I decided I wanted to fight for full custody of my two daughters. I decided to call Child 
Protective Services (CPS) and after an investigation the children were removed from their mother's care. But when 
the case worker showed up unannounced to my house she saw my "pharmacy". The only way I would ever get 
custody of my daughters was to get help. I entered the Family Preservation Court, otherwise known as Family 
Dependency Treatment Court. 

The Family Preservation Court (FPC) applies the Drug Court model to child welfare cases that involve an allegation 
of child abuse or neglect related to substance abuse. The FPC seeks to do what is in the best interest of the family 
by providing a safe and secure environment for the child while intensively intervening and treating the parent's 
substance abuse and other co-morbidity Issues. Since graduating I have learned that there are over 2,500 Drug 
Courts, including over 300 Family Dependency Treatment Courts in the United States. I am humbled to know that 
over 120,000 addicted people a year have the opportunity for treatment and restoration in these courts and I hope 
that someday they are available to everyone who needs them. These courts have been proven to cut crime up to 
45% and produce up to 27$ for every 1$ invested. 

I now have full custody of both my daughters and I am an active parent in their lives, i am able to be my 
daughters' role model and they now look up to me. For the first time in their lives, my daughters now say, "Dad, I 


am proud of you." 



114 


U.S. House of Representatives, Committee on Energy and Commerce 
Subcommittee on Commerce, Manufacturing, and Trade 
"Warning: The Growing Danger of Prescription Drug Diversion" 

April 14, 2011 

Testimony of Dan Harrison, Drug Court Graduate 

Thank you Chairwoman Bono Mack, Ranking Member Butterfield, and distinguished 
Members of the Commerce, Manufacturing, and Trade Subcommittee for giving me the 
opportunity to speak before you today. My name is Dan Harrison. I am a tribal member 
of the Muskogee Creek Nation in Okmulgee, Oklahoma. I currently reside in Palm 
Springs, California where I have been for the past 20 years, I have worked as a 
structural iron worker and achieved apprenticeship status for iron work. In September 
199S, I took a horrible fall at a construction site. My fall not only resulted in a severe 
back injury, but it lead to a life of addiction. After injuring my back, I went onto 
disability for 2 months when I finally went to an orthopedic surgeon I was told that I 
would need to have surgery which could result in never achieving 100% mobility. I 
chose not to have the surgery and developed my own solution of physical therapy and 
pain medication. After 90 days, I stopped going to physical therapy and started drinking 
to intensify the effects of the pain medication. As the days went on my drinking and 
opiate use increased and my life started spiraling out of control. 

During this time, my wife and I separated, and shared custody of our two daughters. In 
1999, 1 remarried and soon after had a baby boy. This all occurred while I had a severe 
dependence on opiates and alcohol. The drugs are what got me through the day. I 
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never had to go back to a doctor's office after my initial injury. I developed such a 
strong relationship with my doctors that I would only need to call and they would refill 
my prescription with no questions asked. 1 would go into a local emergency room 
where the doctor would see me and wave me back for my regular pain injections. I 
rarely had to resort to the streets to get my next fix. Depending on what type of 
narcotic I wanted and the method of administration of the drug resulted in which doctor 
I would call. 

In October of 2008 I decided I wanted to fight for full custody of my two daughters. I 
felt that their mother was not caring for them the way I felt they should be cared for, I 
decided to call Child Protective Services (CPS) and after the investigation they were 
removed from their mother's care. When the case worker showed up unannounced to 
my house she saw my "pharmacy". I had two cabinets full of prescription medication. 
When confronted, I admitted to recent use of Oxycontin, Morphine, Lortabs, Demerol, 
dilaudid and Marijuana. After hearing myself admit to the amount of drugs in my 
system and seeing the case worker's response, I knew it was time to make a change. 

The only way I would ever get custody of my daughters was to get help. I entered the 
Family Preservation Court, otherwise known as Family Dependency Treatment Court. 

The Family Preservation Court (FPC) applies the Drug Court model to child welfare cases 
that involve an allegation of child abuse or neglect related to substance abuse. The FPC 
seeks to do what is in the best interest of the family by providing a safe and secure 
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environment for the child while intensively intervening and treating the parent's 
substance abuse and other co-morbidity issues. This approach also results in better 
collaboration between agencies and better compliance with treatment and other family 
court orders necessary to improve child protective case outcomes. 

Since graduating I have learned that there are over 2,500 Drug Courts, including over 
300 Family Dependency Treatment Courts in the United States. I am humbled to know 
that over 120,000 addicted people a year have the opportunity for treatment and 
restoration in these courts and I hope that someday they are available to everyone who 
needs them. These courts have been proven to cut crime up to 45%' and produce up to 
27$ for every 1$ invested". 

When I first entered the Family Preservation Court, I had not accepted my problem and I 
was very angry at myself for calling CPS since I was the one being sent to treatment. 
However, after my intake and sharing my history with the FPC counselor, I realized how 
bad things had gotten. Through the FPC, I was able to get help with setting my 
daughters, and myself, up with counseling and obtain guidance on educating my 
daughters about addiction. I participated in parenting courses that taught me how to 
effectively communicate with my children and how create healthy boundaries. I was 
given support from my counselors and peers throughout my struggles with the 
reunification process. In March 2010, 1 graduated from the Family Preservation Court. 
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Today I am thankful that I called CPS. Without CPS intervening and getting me enrolled 
in Family Preservation Court, I would not be in my daughters' lives today. I now have 
full custody of both my daughters and I am an active parent in their lives. I participate in 
ongoing counseling with my daughters and I am able to communicate honestly and 
openly with them. I received my GED and worked in social services at my reservation 
running family "talking" circles for youth and their families. I also work for a fire 
prevention and suppression program where I supervise 11 workers. Now, I am the co- 
owner and consultant for Power Shaver, a GSA approved energy saving system. Thanks 
to the Family Preservation Court, I am able to make decisions and better choices for my 
family. I have since come back to the Family Preservation Court as a mentor by co- 
leading parent support groups and mentoring other families going through the 
reunification process. 

I am able to be my daughters' role model and they now look up to me. For the first time 
in their lives, my daughters now say, "Dad, I am proud of you." 


' Aos et ai. (2006). Evidence-based public policy options to reduce future prison construction, criminal 
justice costs, and crime rates. Olympia: Washington State Institue for Public Policy; Lattimer (2006). A 
meta-anaiytic examination of drug treatment courts: Do they reduce recidivism? Canada Dept, of Justice; 
Lowenkamp et al. (2005). Are drug courts effective; A meta-analytic review. Journal of Community 
Corrections, Fall, 5-28; Shaffer (2006). Reconsidering drug court effectiveness: A meta-analytic review. 
LasVegas.NV: Dept, of Criminal Justice, University of Nevada; Wilson, et al. (2006). A systematic 
review of drug court effects on recidivism. Journal of Experimental Criminology, 2, 459-487. 

” Carey, S.M., Finigan, .VI., Crumpton, D., & Waller, M. (2006). California drug courts: Outcomes, costs 
and promising practices: An overview of phase I! in a statewide study, Journal of Psychoactive Drugs, 
SARC Supplement J, .'145-356; Loman, L.A. (2004). A cost-benefit analysis of the St. Louis City Adult 
Felony Drug Court, St. Louis, MO: Institute of Applied Research; Finigan, M., Carey, S.M., & Cox, A. 
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(2007). The impact of a mature drug court over 10 years of operation: Recidivism and costs. Portland, 
OR: NPC Research. Available at wvvw.npcresearch.com : Barnoski. R.. & Aos. S. (2003). Washington 
State 's drug courts for adult defendants: Outcome evaluation and cost-benefit analysis. Olympia, W A: 
Washington State Institute for Public Policy. 
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Mrs. Bono Mack. Thank you, Mr. Harrison. 

Dr. Boyd, you are recognized. 

STATEMENT OF CAROL BOYD 

Ms. Boyd. Thank you. Thank you for inviting me today. My com- 
ments draw on my research that is primarily funded by the NIH, 
among other sources. I have been studying this for the past 10 
years. 

You have heard today that over the past 15 years, prescriptions 
for controlled medications have nearly doubled for adolescents and 
young adults, and these come from office visits, from ER visits and, 
significantly in this age group, from oral surgeons. And once the 
youth have the pills in their hand, they are at risk for diverting 
them. Approximately 10 percent of adolescents in a given year have 
diverted their pain medicine. Fifteen percent have diverted their 
stimulant medications. And like other researchers, we find that 
girls are more likely to divert by loaning and giving and boys are 
more likely to divert by selling. There are also socioeconomic dif- 
ferences among these adolescents. 

Approximately 10 percent of all youth will divert their pills to 
their parents. Overall, one in six adolescents with legal prescrip- 
tions will be approached in a given year to divert their medicines, 
and in some cases, they will be asked to rent them. It is usually 
stimulants in this age group that are being diverted but not exclu- 
sively. We have found that the more elite the school and the more 
elite the university, the more likely diversion is to occur, and again, 
it is often stimulants. This is not to say that opiates are not the 
problem either, though. 

Motives to divert as well as to use diverted medications are wide 
ranging, and it should not be assumed that the motives always in- 
volve getting high. Indeed, motives are one of the reasons that this 
problem is so difficult to prevent. So I would like to share with 
three cases from our own studies, and they highlight what we 
found in our research. 

The first one is a 16-year-old teen. She is an honor student. She 
was going to homecoming. She had a new boyfriend. Four hours be- 
fore the event, she got a migraine headache, and she went to her 
mother and her mother gave her one of her own hydrocodone tab- 
lets that she had leftover from her hysterectomy. The teen took it, 
went to the event. When I interviewed her, she had had a great 
time and she did not use hydrocodone again. 

The second case, a 15-year-old boy attends an elite high school 
and he is having trouble getting his work done. His best friend has 
a prescription for Adderall and keeps it on the dresser in the 
house. And when his friend leaves the house, his friend takes the 
Adderall. When I talked to this young man, he said well, you know, 
everyone in my school is using it, everyone uses it to study. 

And then in the third case, this is a high school girl. She did 
have a history of alcohol abuse. She was given an oxycodone tablet 
from her girlfriend, who had also gotten it for oral surgery. She 
wanted to experiment to see what it does. Now, this is a girl that 
also was abusing alcohol. She crushed and snorted the pill and she 
found herself continuing to use what she called Oxy when she 
wanted to party with her friend. 
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Now, these cases represent what we have found in our research. 
First, diversion in this age group usually occurs among family and 
friends. Two, there are gender differences. Three, it usually in- 
volves one primary prescription and it is often from oral surgeons 
and dentists. Four, the diverted medicine is often started for the 
purpose of self-treatment so that you see youth thinking that they 
are going to use it for a headache or that they are going to study 
harder but then once they start using it, they have it available to 
them. And finally, the controlled medications are readily available. 
They are advertised on television. We do advertise controlled medi- 
cations on television with direct-to-consumer marketing. And they 
are not stored properly nor are they disposed of, and I hear this 
time and again from youth. 

The adolescent girl that was in my case three is the one that is 
at the absolute highest risk. She is a poly-drug user and she is 
using for recreational purposes. It is these sensation-seeking youth 
that our data find have the biggest problems and are at the great- 
est risk for drug addiction and death. 

Most social scientists end their talk by saying we need more 
data, and I am going to tell you that as well. It is difficult to under- 
stand why a country such as ours has data from 2006. We need re- 
gional data. We need national data that has more nuance, that 
tells us the complexity of the problem. 

But policymakers can also do something. The FDA has recently 
stipulated that medicine bottles need to carry the schedule on 
them. I called my son, who has a prescription for Adderall, before 
I came here today and I said did you pick up your prescription bot- 
tle, and he said yes, and I said, well, what about the labeling, did 
it look different. No, he said, it doesn’t look any different. I said 
come on, Joseph, look, see if it looks different; oh, yes, maybe. This 
isn’t enough. I have a prescription that tells me on the back not 
to use it with grapefruit juice. These prescription bottles need to 
be clearly labeled that it is unlawful to share the medication, that 
they need to be stored correctly, and how they need to be disposed 
of 

The solution to this problem lies in the recognition that it is far 
more complex than actually street drug use, and it is going to re- 
quire cooperation with pharmaceutical companies, health care pro- 
viders, families, young people and policymakers. Thank you. 

[The prepared statement of Ms. Boyd follows:] 
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The misuse and abuse of controlled medications by young people is an increasing 
problem in the United States (U.S.) with annual rates for nonmcdical use approaching 8% for 
adolescents of 12-17 years (SAMHSA, 2010). Approximately 5% of 12"' graders reported using 
OxyContin® and 8% reported Vicodin® in the previous year (Johnston, et al 2010 ). It is not 
only pain medications that arc abused, stimulants such as Ritalin® and Adderall® are also 
misused, with approximately 3% of 12**' graders using Ritalin® and 6% using Adderall®. 
Focusing on 12- to 17 year olds is important because it is the age when controlled medications 
often are prescribed and concomitantly, when users are least likely to be aware of legal and 
health risks associated with their diversion and/or nonmedical use. 

In this testimony, the term “nonmedical use” is used to mean the use of a controlled 
(schedule CII-CV) medication in a manner unintended by the prescriber. Typically these 
medications fall into one of several drug classes including: pain, stimulant, anti-anxiety and 
sleep. And as we know, many of the medications in these classes carry an increased risk of 
abuse and addiction. Likewise, when diversion of controlled medications is used here, it refers 
to the exchange of controlled medications that leads to their use by people other those intended 
by the prescribing clinician or the use under conditions associated with doctor shopping/ 
misrepresentation of medical problems or by theft (Boyd ct a I 2007). 

Availability and Diversion: 

Over the past 15 years, prescriptions for controlled medication have nearly doubled in 
adolescent and young adult U.S. population.s. Fortuna and colleagues (2010) reported that 
between 1994 and 2007, controlled medications were prescribed in a greater number of doctor 
visits (and in increasing proportions). For adolescents, in 1994 approximately 6% of the doctor’s 
visits resulted in a prescription for a controlled medication; however, by 2007 it was 1 1% of the 
visits. This was also true for young adults, in 1994 approximately 8% of the visits resulted in a 
prescription for a controlled medication and by 2007 it almost doubled to approximately 16%. 
This increase was seen in male and female patients, in office and emergency visits, and in injury 
related as well as non-injury visits. Fortuna and colleagues reported that the most commonly 
prescribed were pain medications. 

National and regional data .show that most nonmedical u.sers get their pills from peers 
and/or parents and siblings (Boyd, cl al, 2007; McCabe et al, 2004; SAMHSA, 2010), Our data 
show that although most adolescents use their medications correctly, some adolescents divert 
their own medications to friends and family members (Boyd ct al 2007), Approximately 10% of 
adolescents have diverted pain medications and 15% stimulant medications. Like other 
researchers (Daniel et al 2003), we found that girls, when compared to boys, reported higher 
lifetime rates for giving or loaning medications (27.5% vs. 1 7.4%) and they were significantly 
more likely to divert to their girlfriends (64.0% vs. 21.2%), In contrast, boys were more likely to 
divert their controlled medications to their male friends (45.5% vs. 25.6%. Approximately 10% 
divert their pills to their parents. Overall, 13% of adolescents in our most current studies divert 
their controlled medicines and approximately 16% of adolescents with legal prescriptions are 
asked to divert, it is usually stimulants that are requested. 

Case Examples: 
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Motives to divert as well as to use diverted medications are wide ranging and it should 
not be assumed that all motives involve “getting high” (Boyd & McCabe, 2008; Boyd et al 
2009). Indeed, motives are one of the reasons that nonmedical u.se of controlled medications is 
so difficult to prevent. Below are several scenarios that come from our research, with each 
scenario addressing a specific type of diversion. 

CASE 1 : A 1 6-year-old teen, an honor student, is planning to attend “Homecoming” with her 
new boyfriend. Four hours before the event, she develops a severe migraine headache. In tears, 
she asks her mother for help. Her mother gives her a hydroeodone tablet (left over from her own 
surgery). The teen went to the event and “had a great time.” 

CASE 2: A 15 year old at an elite high sehool is having trouble getting his school work done and 
he wants to do well on his final exams. His best friend has a pre,scription for a stimulant to treat 
ADHD and his friend keeps the pill bottle on his bedroom dresser. When his friend leaves the 
bedroom, the 1 5 year old takes several of the Adderall®, justifying it by saying “everyone uses 
them to study”. 

CASE 3: A young man works as a line-cook in a restaurant. During work, he slices-off the upper 
part of his finger. The manager takes the young man to the nearest ED; on the drive to the 
hospital the manager gives him a Vicodin® saying, “you will be wailing a long time, you will 
need this”. The young man takes it. The ED surgeon gives him a prescription for Vicodin® and 
tells him to sec his primary care provider in one week. 

CASE 4: A high .school girl is given an oxycodone tablet by her girl friend; she wants to 
experiment to sec “what it does”. She crushes the pill and snorts it and finds herself continuing 
to purchase the “0.xy” from a friend when she wants to party. 

These cases represent what research has shown about diversion and all of the scenarios represent 
illegal behavior: 1) Diversion usually occurs among family and friends (Boyd, et al 2007; 
McCabe et al 2004); 2) It usually involves one primary prescription (SAMHSA, 2006); 3) 
Diverted medicine is often used for the purpose for which it was developed (e.g. pain medicines 
to treat pain) (Boyd, et al 2006“’ Boyd et al 2006*’) ; and 4) controlled medications are readily 
available to the adolescent because they are neither stored properly nor are they disposed of in a 
timely manner. And finally, for the adolescents such as the girl in the 4* case, the risks are even 
higher. These young people are using for recreational purposes, mixing the pills with alcohol and 
seeking more and more pills (Boyd, et al 2009; McCabe et al, 2007) and the adolescents 
sensation-seek most often develop other problem behaviors including drug abuse (Boyd 2009; 
McCabe et al, 2007). 

Conclusion: 


Most social scientists end their papers by noting more research is needed to understand diversion 
and nonmedical use. The national studies funded by the NIH do not ask detailed enough 
questions about diversion. We glean little from them. And while the regional studies provide 
greater details, they lack generaiizability. Researchers also conclude that the problem lies with 
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doctors, dentists and other prcscribers. Failing to adequately educate patients and their parents, 
as well as evidence of over-prcscrihing are issues that need further professional attention. 
However, policy makers also have a role. Reeently, a new Federal Regulation (21 CFRI302) was 
established, mandating among other things, that prescription bottles that contain controlled 
medications be clearly labeled with a symbol designating its schedule (e.g, CII-CIV) along with 
a special sealing requirement. This is an important first step but it is not enough. The bottles 
should include information about proper storage, proper disposal and the risks associated with 
allowing others to use the medication. 

If all it took was symbols on bottles or lecturing adolescents, the problems of nonmedical use 
and diversion could be solved. However, educating adolescents about the dangers of these 
medications is unlikely to be effective because they see too many of their friends with 
prescriptions. The solution to this problem lies in the recognition that it is far more complex 
than street drug use and involves all aspects of our society - our pharmaceutical companies, our 
health care providers, our families, our young people and equally as important, our policy 
makers. 
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Purpose: This .study examines aclole.scenl nonmedica! use of prescriplion medications (NUPM) and 
its relationship to other problem behaviors. 

Methods: A secondary analysis was conducted with data gathered from 912 adolescents in 2007. 
Font mutually cxciu.sive groups w-erc created from the data. Adolescents w-ho; 1 ) did not u.se controlled 
prescription medications (nonusers); 2) u-sed their own controlled medications <j,v /rmwi/wf (medical- 
users); 3) engaged in nonmedical u.se for self-treatment motivations (.self-lreatcrs). and 4) engaged in 
nonmedica] use for sensation-seeking motivations (sen.salion-seekers). These four groups were 
compared on problem behaviors as well as depression and impulsivity. 

Results: Approximately 10.99?' of the sample engaged in NUPM and 36.8% had a legal prescription 
for a controlled medication. Sensation-seekers w'cre more likely to engage in most problem behaviors 
when compared with all other groups; impulsivity and depression was variable among groups, 
Conclusions; The findings suggest there aic different subtypes of nonmedical users of piescripiion 
medications, © 2009 ScKdety for Adoleseni Medicine. All rights reserved. 

A'cyviwd.v,- Nonmedical use prescription medications (NUPM); Adolescents’ prescription drug abuse; Pn>blem behaviors 


Nonmedica! use of prescription medications (NUPM) is 
an emerging problem behavior that is a.s.sociated with diver- 
sion and poly-drug abuse [1 -12]. Given that NUPM preva- 
lence rates arc high in populations under 25 years and that 
NUPM is associated with other forms of drug abu.se [\- 
3,6-10], it is critical that tliis fomi of substance use be 
studied. 

Two national surveys provide epidemiological data on 
nonmedical u.se of pre.scripcion meditalion.s (NUPM) among 
adolescents in the United vStaies. These studies -the National 
Survey on Drug Use and Health (NSDUH) and Monitoring 
the Future (MTF) — include measures of NUPM in annual 
population .surveys of .substance use behaviors. 

•Address eorrespondence to: Carol J, Boyd, Ph.D,. M.S.N., i 136 Lane 
Hall. 204 .S. State Street. Ann Arbor. Ml 48 1 O')- 1290. 

E-mail address; i:arohoyd@uniich.cdu 


!n the NSDUH [13], “prescription-type” medications are 
.separated into four classes: pain relievers, stimulants, seda- 
tives. and tninquilizein. Twelve percent (12%) of youth 
aged 12-17 report the nonmcdical use of prescription-type 
medications in their lifetimes, while 8.3% report pa,st-year 
use and 3.3% report past-month use. Moniioring the future 
{14,15] as.scsscs NUPM among 8‘”, 10''\ and 12‘'’ grade 
students in the U.S and reveals that since the early 1990.S. 
(he nonmedical use of narcotics has increased with 9% of 
12*’’ graders reporting NUPM within the past year [ 14]. 

Legitimate medical use of controlled prescription medica- 
tion (particularly opioids) has also inciea.sed in the past 
decade [I6j. Data from the ARCOS system indicate 
a substantial rise in the distribution of some controlled medi- 
cations to yonth between 2000 and 2005 [17]; however, the 
relationship between the rise in NUPM and increased 
medical use remains unclear, although youth data from 


1054-1 39X/()9/S - ^ce front matter © 2009 Society for Adolescnt Medicine. All rights reserved. 
doi:10.t016/j.jadohcaiih,2009, 03.023 
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Canada reveals a robust relationship between medical and 
nonmedical use of a controlled stimulants (18,19). 

-lessor el ai developed the Pi'oblcm Behavior Tlieory [20- 
24) in part to explain the co-occurrence of problem behaviors 
during adolescence. Problem Behavior Theory stipulates that 
a problem behavior is ‘’behavior that departs from the norms 
of the larger society," a behavior that is either disapproved of 
by social institutions and/or elicits some form of social 
response (e.g. reproof, probation, incarceration). Problem 
behavior.s that co-occur are considered part of problem 
behavior syndrome, which includes subs'Umce use, early 
sexual activity, delinquency, school liuancy, and other 
socially deviant behaviors. Impulsiveness is a factor that 
has been found to inlluence problem behaviors such as 
substance abuse 125j and there appears to be a connection 
between sensation-seeking and substance u.se 126). 

IToblem Behavior Theory provides a useful model for 
understanding the strong association among various adoles- 
cent behaviors that are viewed by society as “deviant." A 
question remains, however, about adole.scents' nonmedicaJ 
use of prescription medications. Does it represent an iso- 
lated — albeit risky — behavior, or is it part of a larger set of 
problem behaviors? The answer may lie in an adolescent's 
motivation to engage in nonmedical u.se. 

This current study builds on our earlier work [2,7|. Four 
mutually exclu,sivc groups were compared: tho.se adole-scems 
who 1) never u.scd controlled prescription medicatiwi.s (nonu.s- 
ers); 2) used their own controlled medications pre.scribed to 
them (medical u.sers); 3) engaged in nonmedical u,se for .self- 
treatment motivations (seif-treaters); and 4) engaged in nonmed- 
ical use for experimental or semsation-seeking motivatioas 
(sensation-.scekers). Given that impulsivity and depression often 
occur as precursors to problem behaviors, we a.sse.ssed the rela- 
tionship of group membership with impulsivity and depression. 

We conducted thi.s re.seat'ch with the following hypotheses; 
1) Adolescents who engage in NUPM for sen.sation-.sceking 
motivations will be signiftcanlly more likely to report addi- 
tional problem behaviors when compared with adole.sccnl.s 
who arc self-treaters, medical users, or nonu.sen;; and 2) 
adoicscenfs who engage in NUPM for siclf-treatmcnt or sensa- 
tion-seeking motivations will be significantly more likely to 
have higher impulsivity and depression scores compared 
with adolescents who arc characterized a,s nonu.sers. 

Methods 

Thi.s .secondary analysi.s used 2007 cross-sectional data 
from one school district in southeastern Michigan. All 
students ( 1 5 1 4) in grades 7- 1 2 attending the district’s middle 
and high schools were recruited; 968 students returned their 
consent fomjs and thus, participated in the study {64% 
response rate). Univeniity IRB approval and a NIH Certifi- 
cate of Confidentiality were obtained. 

The Secondiin,'' Student Life Survey, a Web-based .survey, 
involves a procedure described in earlier studies (1-6J, and 
relics on the use of hooded computers in classrooms. For classes 


with lowerread'mg levels, research assistants read with students. 
The web-based survey melhcxi was selected because they have 
been .shown to increa.se the reporting of highly sensitive behav- 
iors compared with pencil-and-paper surveys [27.28), 

Study sample 

The final 2007 sample consisted of 912 respondents in 
grades 7- (2. To create our four mutually exclusive groups, 
we .selected those who answered questions about prescrip- 
tion medications, including never having used. If respon- 
dents checked “rather not .say" to any of the prescription 
medication questions they were excluded (n = 4i). Further- 
more, 15 respondents reported NUPM for reasons other 
than sensation-seeking or self-treatment with pain medica- 
tions (e.g., “it helps me sleep” or “for other reasons.”) 
Tliese 15 cases were dropped given the ambiguity 
surrounding their motives. 

Approximately half of respondents were female (52.6%) 
with 53.8% being African-American and 43.5% being white. 
At the time of the survey, respondents’ average age was 15 
(SD= 1.74). Fifteen percent of the sample was in the 7'*’ 
grade. 17.4% in 8'" grade, 21.4% in 9'^ grade, 18.9% in 
10''' grade. 14,8% in 1 1“' grade and 12. 1% was in i2‘'' grade. 

Measurement 

Demographic information was collected (Table 1), 
Parental education was a nominal variable with the following 
catcgorie.s: “le.s.s than high school” (1), “completed high 
school” (2). “some college” (3), “completed college” (4), 
“graduate or professional school” (5), or “don’t know/not 
applicable” or “rather not say.” Both mother’s and father’s 
education were entered when used as covariates: hereafter, 
these variables are refened to as parental education. 

I'or the questions related to problem behavior variables 
respondents were given an option to endorse “rather not 
.say.” If a student endorsed “rather not .say,” the data were 
coded as missing. 

Binge drinking was assessed with a question adapted from 
MTF [15] and the College Alcohol Study [29): “Over the 
past two weeks, on how many occa.sion.s have you had four 
(five for males) or more drink.s in a row...”? Response 
options were: “none” (0), “once” (1), “twice” (2), “3-5 
times” (3), “6-9 times” (4), “10 or more times” (5). 

Illicit drug use was asscs.sed with 10 items adapted from 
the MTF study (marijuana, cocaine, LSD, other psyche- 
delics, crystal methamphetamine, heroin, inhalants, ecsta.sy, 
GHB, and Rohypnol®), A count of the number of drugs re- 
ported for the past year was used to create an index of illicit 
drug use. 

Gambling was measured with a single item: ’‘On how 
many occasions have you gambled for money in the past 
12 months?” The response options were: “never” (0), 
“1-2" (1), “3-5” (2), “6-9" (3). and “10-b” (4). 
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School discipline was measured with three items that 
asked about past year detention, suspension, and other forms 
of school-based discipline. Response option.s included: 
“never” (0), “1-3 times” (1), “4-6 times” (2),”7-9 times” 
(3), and “10 or more times” (4). The three items were 
summed to create an ordinal index of school discipline. 

Sexual activity included four frequency items summed to 
create a measure of consensual sexual activity involving 
physical contact [301. It was assessed with, “Plca.se indicate 
how often you have engaged in the following activities: kiss- 
ing someone you were interested in, making out, touching 
private parts, and having sexual intercourse.” Response 
options were: “never” (0), “once” (1), “two or three times” 
(2), and “four or more times” (3). 

Depression was measured by the Center for Epidemio- 
logical Studies Depression Scale [31]. The scale is a sum 
of how often each of 20 symptoms Is reported in the past 
two weeks, with response option.s ranging from rarely (or 
none of the time) to most or all of the time, with a po.s.sible 
scale range from 0 to 60. The alpha coefficient for these 20 
items was .84. 

Impulsivity was measured with the Impulsivity subscale, 
part of the Impulsiviiy/Sensation-Sccking scale (Imp-SS) of 
the Zuckerman-Kuhiman PcrsonalitN’ Questionnaire [32,33J. 
The seven-item scale assesses lack of planning and intpul- 
siviiy and has a true-false formal with score ranging from 
0 to 7. The Inip/SS has a reported alpha coefficient of .72 
1,32]. 

Medical and nonrncdical use of prescription medication 
were assessed as in previous studies [!.2,3,6j. Medical use 
was measured with the question: “Ba.scd on a health profes- 
sional’s prescription, on how many occasions in your lifetime 
[also asked in the past 12 months] have you used the 
following types of drugs..,” Nonmedical u.sc was measured 
with the question: “On how many occasions in your lifetime 
[also in the past 12 months] have you used the following 
types of drugs not prescribed to you?”... The dnig classc.s 
(with trade and generic names included for cxample.s) for 
both questions were: (a) sleeping medication; (b) sedative/ 
anxiety medication; (c) stimulant medication; and (d) pain 
medication. Rcspon.se options ranged from “no occasions” 
to ”40-'- occasions” (and “rather not say”). Respondents’ 
answers to each question were dichotomi'/ed to create a vari- 
able that indicated whether they used each medication in the 
past year. 

Motivations to engage in NLIPM were adapted from the 
MTF and po.ssible motives used in previous research 
[2,7,1 1,34]. Respondents who reported any lifetime NUPM 
were a.sked to provide the rca.sons why they used each of 
the four drug cla.s.scs nonmedicaliy. Respondents were given 
a list of motivations and tusked to check all that apply. Five 
motivations w-cre listed for all four drug classes: 1) “because 
it give.s me a high”; 2) “counteracts effects of other drugs”; 
3) “is safer than street drugs”; 4) “experimentation”; and 5) 
“becau-se Fm addicted.” in addition, for the anxiety /sedative 
and .sleeping drug classes, two other niotivalioas were 
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provided: “becau.se it helps me sleep” and “because it helps 
decrease anxiety.” For stimulant medications, these addi- 
tional motivations were provided: “to help with concentra- 
tion,” “to help with alertness,” “to help me study,” and 
“to lose weight.” For pain medications, the motivation “to 
relieve pain” was also provided. 

Data analyses 

Data analyses included 912 re.spondents and ail statj.stical 
analyses were carried out using SPSS 14.0. Prior to hypoth- 
esis testing, univariate and bivariate analyses were con- 
ducted. A four-level group variable was created with the 
aforementioned medical use, nonmedicai use, and motiva- 
tions to engage in NUPM items. 

! . Respondents were characterized a.s lumusers if they re- 
ported no prescription medication use, either medical 
or nonmedical, in the past year. 

2. Respondents were characterized as medical users if 
they reported having a prescription for a controlled 
medication during the pa.st year but reported never 
engaging in NUPM. 

3. Respondents were characterized a.s self-trealers if they 
reported past year nonrncdical use for therapeiitie 
reasons only. Sclf-trcatcrs reported using pain medica- 
tion because “it relievc.s pain”; sedaiivc/anxiety medica- 
tion because “it helps decrease anxiety" or “it hclp,s me 
sleep”; sleep medicatioas bccau.se “it hc]p.s me sleep,” 
or .stimulants because “it helps me concentrate,” "it 
helps increase my alertness,” or “it helps me study.” 

4. Re.spondents were eharacterized as sensation-seekers 
if they reported past year nonrncdical use for motiva- 
tions such as; “it gives me a high” and “it Is safer 
than street drugs and “experimentation.” Any 
endorsement of sensation-seeking motives resulted in 
the respondent being classified as a sensation-seeker 
even if .self-treatment motives were al.so endorsed. 

Finally, 15 re.spondents reported NUPM for rca.sons other 
than sensation-seeking or self-treatment. The two retisons 
offered were “it helps me sleep" or for “other" rea.sons. 
These cases were dropped from the analyses given the ambi- 
guity surrounding their motives to use pain medications. 

To better understand how respondent characteristics related 
to group membership (i.e.. nonu,sers, medical users, sensation- 
seekers, self-trealers), chi-square tests were used to examine 
gmup membership by gender, race, and parental education, 
and a one-way ANOVA w^as used to examine group member- 
.ship by age. The,se analyses were followed by MANOVA to 
te,stthe hypotheses. MANOVA was used to determine whether 
group membership (sensation-seekers, self-trcatcr.s, medical 
u.sers, nonusers) predicted higher scores on problem behaviors, 
impulsivity, and deprc.ssion. Age, race, gender, and parental 
education were entered as covariates to control for any effect 
on problem behaviors; in turn, the covariance matrices gener- 
ated by MANOVA took into account possible correlations 
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among the various problem behaviors. Given that the school 
discipline variable was skewed, this variable was corrected 
with a log transformation prior to its inclusion in the hyprthesis 
testing. I’he MANOVA test was followed by post-hoc 
comparison tests to detennine which of the groups were 
different from each other; post hoc tests were adjusted fw all 
pairwise comparisons using the Bonferroni correction. 

Results 

Over one-third of thesample (36. 8%) reported havinga legal 
prescription for at least one of the four controlled dmg classes 
w'ithin the previous 12 months (Table 2); however, 546 
(59.9%') respondents reported “no annual use” of pre.scription 
medications. A total of 71 respondents (7.8%) reported 
nonmedical use for self-treatment motivations in the past 
year and 28 (3.1%) repoiled motivations related to sensation- 
seeking. Pain medication was the most frequently reported 
controlled medication used in the past year, both merlically 
(32.5%) and nonmedically (10%). There were other fonns of 
substance u.se as w'ell: 148 respondents (16.2%) had used at 
least one illicit drug in their lifetimes, with approximately 
8.7% of the sample reporting at least one binge drinking 
episode in the preceding two weeks (Table 3). 

Analyse.s revealed de-mographic differences in both 
medical and nonmcdical use by gender, race, and age. A 
greater pcrccniugc of males reported no use of any prescrip- 


P < .001). A larger percentage of white re.spondents 
(5.8%) reported sensation-seeking motives w^hen compared 
with African-American/nonwhite respondents (1%, 

(3) = 22.69, P < ,001). Finally, sensation-seekers 

{mean — 15.96 SD = 1.35) tended to be older than nonu.scrs 
(wean =14.84 5D=!.76), F (3,911) = 4.85, P = .002. 
There were no differences in parental education between 
users and nonusers of prescription medication. 

We found significant associations of age, race, gender, 
and father’s education for several of the problem behaviors 
(Tabic 4). For instance, males scored higher than females 
in gambling, amount disciplined, sexual activity, and impul- 
sivity (gambling: males mean = 2.33, SD--i.78, females 
mean= 1.32, SD = .81). F (I, 887)= 124,17, p < .001; 
amount disciplined: males mean = 4,03. SD = 1 .60, females 
mean = 3.65. SD= 1.17), F (I, 907)= 16.71, p < .001; 
sexual activity: males mean = 6.56. SD = 4.26, females 
mean = 5.78. SD = 3.47). F (1. 870) = 8.86. p = .003); 
impulsivity; males mean =14.77, SD = 3.89, females 
mean =14.26, SD = 3.63). F (1. 910) =4.17. p = .04), 
Father’s education, but not mother’s, had a significant asso- 
ciation with depression F (3, 904) = 6.96, p = .04); those 
who did not know or would rather not say (mean = 14.62 
SD = 8.29) and those whose fathers had le.ss than or 
completed high school (mean = 14.04 SD = 8.92) reported 
greater depress-ion than those with fathers who had some or 
completed college (mean = 12.28 SD = 8.50) and completed 


tion medications (males = 67%, females = .54%), and female 
respondents (10.7%) reported greater nonmedical use for 
self-treating motives than males (4.4%, x" (3) = 22.72, 

1'abtii 1 

Sample characteri, sties 

graduate education (mean = 10.18 SD = 6.35). 

Table 5 provides a summary of the MANOVA analyses 
used 10 lest the study hypothe.ses, The first hypothe.sis, which 

Characteiistic 

Sample 


Non-respondent Population 


atn) 

Mean (SD) 

% (n) X' /' Value 

Sex Fenuile 

52.6% <4K0) 


45.5% (274) 7.35 .(H)7 

Male 

47,4% (4.12) 


54.5%; (328) 

Total 

100% (912) 


!()()%- (602) 

Age 


14.97 (1.74) 


Race Black 

51-8% (490) 


65.6% (.395) 25,36 <,001 

White 

41_S% (.196) 


31.9% (192) 

Asian American 

1.4% (13) 


1,0% (6) 

HUpanie or Latino/a 

.7% (6) 


1.3% (8) 

American Indian or Atask.io Native 

.7% (6) 


0,2% (1) 

Total 

100%. (911) 



Mothcr’s/feniale guariiian’s highest Less than high school 

5.6% (45) 



level of education 




Completed high .school 

26.7% (216) 



Some college 

27.9% (226) 



Completed college 

25.7% (208) 



Giaduate school 

14.2% (M5) 



Total 

HX)% (810) 



Faiher’s/male guardian's highest l^css than high school 

JO.6% (77) 



level of education 




Completed high school 

33.2% (242) 



Some college 

22.8% (166) 



Completed college 

24.1% (176) 



Graduate .school 

9.3% (68) 



Total 

100% (729) 
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Table 2 

Prevalence of annual and lifeiime medical and nonmedical use and motives 




Annual % (n) 

Lifeiime % (n) 

Medical Use 

Anxiety/Sedatives (n = 906) 

2.5% <23) 

4,7% (43) 


Stimulanis (n = 907) 

3.1% (28) 

5.7% (52) 


Pai.n (n = 904) 

32.5% (294) 

43.3% (392) 


Sleep (n = 909) 

7.4% (67) 

15.0% (136) 


At least nnc (n = 912) 

36.8% (3-36) 

49.6% (452) 

Nonmcdical Use 

Anxiety/Sedatives (n = 910) 

i,3%(12) 

2.0% (IR) 


Stimulants in = 907) 

1.2% (li) 

1.5% (14) 


Pain (n = 90?) 

10.0% (9!) 

14.6% (1.32) 


Sleeping 908) 

2.5% (23) 

4.5% (4!) 


At least one (n = 912) 

10.9% (99) 

16.2% (148) 

Group.s‘ (n — 912) 

No prescription use 

59.9% (546) 

N/A 


Medical use only 

29.3% (267) 

N/A 


Self-treaters 

7.8% (71) 

N/A 


Scnsaliwi-seekers 

3.1% (28) 

N/A 


‘Croups were created using annual report. 


predicted that the sensation seekers would be significantly 
more likely to report problem behaviors than the three other 
groups, was supported. Specifically, sensation-seekers were 
more likely than self-treaters, medical-users, and nonusers 
to report using illicit drugs, gambling, binge drinking, and 
.sexual activity. All of these group comparisons were signifi- 
cant at the p < ,05 level, with the exception of the comparison 
between the sensation-seekers and sclf-treaters on sexual 
activity, which was significant at a trend level (/7 = .07). 
Although not predicted, medical-users were found to be 
significantly lower than the nonusers on number of limes 
disciplined: however, this difference occurred only at a trend 
level (p < .08). No other group differences were found. 

Results provided partial .support for the second hypothesis, 
which predicted that the .sensation-.seekers would be signifi- 
cantly higher than the other group.s on dcpres.sion and impul- 
sivity, llie .sensation-.seeker.s were significantly higher than 
the nonusers and medical users on impulsivity. but there 
were no significant differences on impuksivily bctw'een the 
.sen.sation-scekers and the self-treaters. Thus, all noninedical 
users (whether sclf-treaters or sensation-.seekers) had greater 
impulsivity than nonusers. In terms of depre.s.sion, no signif- 
icant differences were found among the four groups. 

Discussion 

Arguably, Problem Behavior Theory [PBT] i.s one of the 
mo.st widely used and empirically validated framcwork.s to 
understand the co-occurrencc of adolescent behaviors. Our 
rc.sults lend support to PBT and support to the proposition 
that motivations to engage in NUPM appear to be as.sociated 
with adolescent problem behaviors. As hypothesized, this 
study demonstrated that sensation-seekers were statistically 
more likely to engage in a host of problem behaviors. While 
future research is necessary to better de.scribc the nature of the 
relationship between NUPM and problem behaviors, it may 
well be that NUPM should be considered a type of adolescent 


problem behavior that has come into prominence among 
youth of today. 

There were no differences among the groups relative to 
depressive symptoms and this surprised us, Although sensa- 
tion-seekers had higher depression mean scores than nonus- 
ers, mcdical-users or, sclf-treaters (16.89 vs. 13.12, 13.51, and 
13.06). the differences were not significant and thus, the 
hypothesis remains unsupported. There are several possible 


Table 3 

Frequenci« and means of problem behaviors, (icpre.ssion. and impjisivity 




Sample % (n) 

No. of illicit drug.s 

0 

83.8% (759) 

u.sed past year 


i 

12.6% (114) 


2 

2.1% (19) 


3 or more 

1.5% (14) 


Total 

i 00% (906) 

No. of occasion.s 

Never 

65,4% (.581) 

gamitled past year 


1 -2 occasions 

16.5% (147) 


3-5 occa,sions 

7..5% (67) 


6-9 occasions 

3.5% (31) 


10 -r occasions 

7.1% (63) 


Total 

100% (889) 

No. occa-sions hinge 

0 

91.4% (787) 

drank pa.st 2 week.s 


1 

4.2% (36) 


2 

2,1% (18) 


3 or more 

2,4% (20) 


Total 

100% (86!) 

No. of times disciplinetl 

Mean (SD) 

,84 (1.39) 


(past year) (passihle rattle 

Olo 12) 

Sexual activity (p<yssihle 

3.75 (3-43) 


range 0 to 12) 

[depression (CES-D) 

13.20(8.54) 


(possible range 0 to 60) 

Impulsivity (possible range 

10.60 (3.59) 


0 to 19) 
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Tabic 4 

Respondent characteristics and four mutually exclusive prescription medication groups 


Respondent Characteristic 

Non-u.scrs % (n> 

Medical-users %• (n) 

Self-treaters % (n) 

Sensalion-.seckei 

•,s % (n) df 

X' 

p Value 

Se.x 





3 

22.72 

< .001 

Female 

53.6% (260) 

32.8% (159) 

10.7% (52) 

2.9% (14) 




Male 

67.0% (286) 

25.3% (108) 

4.4% (19) 

3.3% (14) 




Race 





3 

22.69 

< ,001 

White 

56,3% (223) 

31.8% (126) 

6.1% (24) 

5.8% (23) 




Black and other 

62.5% (-322) 

27.4% (141) 

9.1% (47) 

J.0% (5) 





Mean (.SO) 

.Me.an (SD) 

Mean (SD) 

Mean (SD) 

. df 

F statistic 

p Valtte 

Age 

14.84(1.76)** 

15! 1 (1.73) 

15.11 (1.64) 

15.96(1,35)** 

3.911 

4.85 

.002 


post hoc comparisons significant p < .0! . 


explanations for this unexpected finding regarding depres- 
sion; measurement error, small cell sizes, and sample charac- 
teristics may all be factors. 

Simoni-Wastiia [35] observed that greater availability may 
be associated with an increase in NUPM. In support of Si- 
moni-Wastila’s observation, we found that girls were statisti- 
cally more likely to be medical users (32,8% vs. 25.3%) and 
scif-lreaters (10.7% vs. 4.4%), However there were no statis- 
tical differences between girls and boys relative to sensation- 
seeking NUPM. We are not sure how to interpret these 
gendered findings, other than to note that girls are more likely 
to be prescribed medications and thus, the drugs may be more 
available for diversion. Funher research is needed to examine 
gender differences and the differences between those who 
engage in nonmedieal u.se for self-treatment vs. those who 
engage in it for .sensation-seeking motivations. 

The National Survey of Health and Drug Use [13] indi- 
calc.s that about 8.3% of 12-l7-year-olds reported NUPM, 
this annual prevalence e.stimate i.s a bit lower that our finding 
of 1 1%. However, the differences between tbe NSDUH and 
our data may be related to several factors: 1) the NSDUH data 
were collected in the adolescents’ homes while our survey 
was self-administered on hooded computers; 2) the NSDUH 
question to assess nonmedieal use is a complex one that not 
only u.sks about nonprc.scribcd u.sc but also stipulates a broad 
motivation (i.e., “...or took only for the experience or feeling 
it caused”), whereas our question is more straightforward; 3) 
our sample was limited to one geographic region that 


generally has higher rates of nonmedieal u.se of prescription 
opioids (5.6%) when compared with the national average 
(4.9%) and thus, adolescent NUPM may reflect the higher 
use in their general environment [36j. Our higher prevalence 
eslimaies and the fact that our sample was disproportionately 
African-American .somewhat constrains our ability to gener- 
alize. However, our data remind us that national dmg studies 
may not adequately account for community differences in 
nonmedieal use. 

Nonmedieal use of prescription medications, whether by 
a .self-treater or sensation-seeker, represents an unacceptable 
health risk. Health providers should communicate with their 
adolescent patients about the health and safety risks associ- 
ated with diverted medications and the legal risk associated 
with diverting their own medications. In a paper on prescrip- 
tion medication abuse in school settings, Apa-Hall [.37] noted 
that “talking” to adolescent.? is not enough; rather, the 
mcs.sage about nonmedieal u.se should be reinforced with 
illustration and repetition, having patients paraphra.se back 
what they have heard, In addition, all health providers - pedi- 
atricians, dentists, nurses, and pharmacists - should alert 
parents about the importance of “controlling and courting” 
their children’s pilLs; most certainly, parents should restrict 
availability and not leave medicines on countertops or in un- 
locked medicine cabinets. 

Generalizations should be made cautiously: the sample 
was drawn from one school di.slrict and relied on self-report. 
Respondents completed the surv-ey in school; thus, problem 


Tabic 5 

Problem behaviors, depression, and impiilsivhy .among past-yearmedic.nl and nonmedieal asers 



Non-users (n = 

484) 

xMedical-u-sers (n = 237) 

Self-treaters (n 

= 65) 

Sensation-seekers (n = 26) 

F (3, 33.5.) 

p Value 

M (SD) 

B(.SE) 

M (SD) 

B (SF.) 

M (SD) 

B(SE) 

M (SD) 

B (SE) 

Illicit drugs 

0.24 (0,08)^' 

0 

0.33 (0.10)" 

0.10 (0.11) 

0.4! (0.17)'- 

0.17(0.17) 

3.07 (-23)="' 

2.84 (0.24) 

47.73 

< ,001 

Gambling 

i,8!(0.1.33)'‘ 

0 

2.09 (0.17)” 

0.27 (0.18) 

2.23 (0.29)'= 

0.42 (0.29) 

3.;33 (0.39)“'* 

I..52 (0.40) 

5,23 

< .01 

Binge drinking 

0.20 (0,07 F 

0 

0.25 (0.09)” 

0.05(0.10) 

0.40(0.17)' 

0.20(0.17) 

i.!6(.23)“'' 

0.89 (0,13) 

8.61 

< .001 

Di.sciplined 

,49 (0,05)^*'’ 

0 

0,37 (0.06)”'' 

0.1 2 (0.07) 

0.49(0.11)' 

0.02(0.12) 

0.98(0.15)''”' 

0.49 (0.27) 

5.23 

< ,01 

■Sexual activity 

3.67 (0.24)^' 

0 

4,(X1 (0.30)” 

0.31 (0.33) 

4.20 (0.54) 

0.53 (D.55) 

5.84 (0.74 )■“” 

2.16 (0.76) 

2.87 

< -05 

Depres.sion 

13.12 (0.75) 

0 

13-5! (0-93) 

0.39(1.05) 

13.06(1.70) 

0.06(1.17) 

16.89(2.32) 

3.77 (2.38) 

.86 

NS 

Imptilsiviiy 

4.02 (0,1 2y“' 

0 

4.20 (0,14)” 

0.18(0.16) 

4.50 (0.26)''^ 

0.49 (0-27) 

5.00 (0.36)''’”' 

0.98 (0.37) 

3.19 

<.05 


Non-users were ihe reference group and set to "O” to avoid over-paranietaization. Multivariate, F(2I,945)= 17.05,/) < ,001: MANOVA only uses cases that 
have data for ail variable.s, including control variables and dependent variables statistically controlling for age, race, gender and parental education, 
f.-.stimates with the same superscript.s in a given row are significantly different from each other. 
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behaviors are likely underestimated since youth with prob- 
lems are less likely to be in school [38|. We never assessed 
the quantity of the prescribed medications and this informa- 
tion would have provided an important context for under- 
standing the extent to which NUPM occurs. Finally, the 
index to create our illicit drug measure did not take into 
account the frequency of consumption so all illicit drug use 
were weighted the same. 

Despite the noted limitations, we believe this study 
reflects a reality; the use of controlled medications is an 
increasing behavior among adolescents [39]. However, our 
comment.s should not he construed as “anti-medication”; 
rather, we are concerned with the number of adolescents 
who .self-treat. How i.s it that so many teens perceive them- 
selves in need of potentially addictive medicines? An msw'cr 
to this question may rest on determining: 1) the number of 
adolescents who do not have access to adequate medical 
care; 2) the number of self-treaters that if seen by a pixrvkler 
would receive a prescription for a controlled jncdication; and 
3) the extent to which direcl-to-consumer marketing contrib- 
utes to adolescents’ attitudes about self-trcatmenl. 

To the best of our knowledge we are the first to examine 
subgroup differences among adolescents who engage in 
nonmedicai use. In a recent commentary, Boyd and McCabe 
[40] argued that national representative data have treated all 
nonmedicai u.ser.s a.s a homogeneous group, failing to distin- 
guish between tho.se nonmedicai users who use to self-treat 
versus to “get high.” Wc believe that studie,s such a.s this 
will help researchers to design better questions, thereby 
producing data that ultimately a,ssist prevention experts in 
crafting more targeted messages. 
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Abstract Purpose: 'I'lie main objective of thi.s .study was to asse.ss the prevalence of medical and nomnedicai 

use of four categories of prescription drugs (opioid, stimulant, sleeping, and .sedative/anxieiy 
medication) in a racially diverse sample of secondary public school students in the Detroit rnetrO' 
polium area. A .secondary objective was to examine the association between the use of four 
categories of prescription medications and illicit drug ii.se and probable drug abuse. 

Methods: in 20f).‘i, a Web-based survey was seif-administered by 1086 secondary .school students 
in grades seven through 12. 

Results: The sample consisted of 54% female. 52% White. 45% African American, and 37f> from 
other racial categories. Forty-eight isercem of the sample reported tut lifetime use of four categories 
of prescription drugs (nonusers). 31.5% reported medically prcscriltcd use only (medicai users), 
17,5% reported both medical and nonrnedical use (iiiedical/nonmedical users) and 3.3% reported 
ijonmetiica] use only (nomnedicai users), .Multivariate analyses indicated that medical/norimedical 
Li.sei's and nonmedical users were signilicantly more likely than nonusers to report illicit drug use and 
probable drug abuse, .Medical users generally reported snnilar or increased odds of illicit drug use 
and probable drug abuse than non-users. 

Conclusions: These iindings provide evidence that nomnedicai use tif prescription drugs represents 
a problem behavior among secondary school students. © 2(K)7 Society f<ir Adolescent Medicine. All 
rights reserved. 

Keyword.'!: Pi'escripiit)ii drugs: Epidemiology; Drug abuse; AiUilescents; Survey research; School-hasc<l research 


The medical anti nonmedical use of prescription drugs 
such as benzodia^,epincH, opioid analgesics, and .slimulants 
has increased among adolescenl.s and young adults in the 
United States during the past decude [l-lll. According to 
the Monitoring the Future Study (MTF), the nonmedical use 
of .several pre.scription medications by 12th graders in the 
United States i.s at its highest level in the past 15 years 1 1 .21. 
Because prescription drugs are necessary for the treatment 
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of many pediatric disorders including anxiety, sleep, and 
attention deficit hyperactivity di.sorder (ADHD), any exam- 
ination of the nonmedical u.se and abuse of prescription 
drugs should occur within the larger context of proper 
medical use. With appropriate medical u.se con.sidered, there 
are at least three studie.s that have examined nonmedical use 
among adolescent-s [I2-I4j; however, thc,sc c<u-lier studies 
limited their focu,s to either stimulant or pain medications. 
To date, there are few (if any) investigations examining 
secondary students’ reports of medical and nonmedical use 
of all four of the most abused classes of prescription drugs 
(i.e., opioid, stimulant, sleeping, and sedative/anxiety med- 
ications). 
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cloi: 10. 10 !6/j.jadohcalth.2006.07,0 1 6 



134 


S.E. McCabe ei al. / Journal of Adolescent Health 40 (2007) 76-83 


In 200 1 , Poulin reported on a sample of secondary school 
students and found that nonmcdical use of prescription 
stimulants was directly correlated to the number of prescrip- 
tion users in a particular school class who reported giving 
away their stimulant medication |14]. Although there were 
some limitations in the measures used by Poulin, the inves- 
tigation represented one of the tirst attempts to examine 
medical and nonmedical use of prescription stimulants at 
the school class level [14]. In two .subsequent studies, 
McCabe and colleagues reported that secondary school stu- 
dents who properly use prescription stimulant or pain med- 
ications were not at greater risk for substance use than 
nonusers [12,13). For example, students who used their 
prescription stimulants for ADHD (e.g., Ritalin®, Adder- 
all®, etc.) did not report higher rale.s of alcohol, marijuana, 
and other illicit drug use than nonstimulant-using peers; 
however, students who reported nonmedicai use of prescrip- 
tion stimulants had .significantly higher rates of alcohol, 
marijuana, and other illicit drug use when compared with 
.students who did not use prescription stimulant medication 
[13]. These stimulant findings are similar to those reported 
by Boyd and colleagues for pre.scription opioid analgesics. 
Boyd and colleagues found that secondary students who 
reported medical use of prescription opioids (u,sed as pre- 
scribed) were no more likely to use substances than their 
nonopioid-u.sing counterparts; however, secondary school 
students who reponed nonmedical use had significantly 
higher rates of alcohol, marijuana, and other illicit drug use 
than their nonopioid using counterparts [12]. Despite grow- 
ing evidence suggesting significant a.ssociations between 
prescription medication use and other drugs, there is limited 
information regarding these associations among secondary 
students. 

The current .study builds on earlier studies and assesses 
medical and nonmedical use of four different cla.sscs of 
abusable prescription drugs (i.e., opioid, stimulant, sleeping, 
and sedative/anxiety medications) in a probability-based 
sample of secondary .school students in a Detroii-area public 
school district. The specific objectives of this .study were to 
examine the prevalence of the following: 1) medical u.se of 
four classes of prescription drugs, 2) nonmedical u.se of four 
classe.s of prescription drug.s, and 3) illicit drug use and 
probable drug abuse based on use of four classes of pre- 
scription drugs. 

Methods 

The pre.sent study wa.s conducted during a l~week period 
in May 2005. drawing on the entire population of 1594 
middle school and high school students from a public .school 
district in the Detroit metropolitan area {seventh through 
12th grades). The study received approval from the Univer- 
sity of Michigan Institutional Review Board and a Certifi- 
cate of Confidentiality was obtained from the National In- 
stitutes of Health. All parenLs in the school district were 
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sent letters explaining that their child’s participation wa.s 
voluntary, describing the relevance of the study, and assur- 
ing that all re.sponses would be kept confidential. Seventy- 
three percent of parents gave informed consent. The survey 
was conducted over the internet from school-based com- 
puter labs and student.s were excused from class to complete 
the survey. Ail participants were informed that a private 
re.search firm, unafliiiatcd with the school district, was con- 
tracted to .set up the Web survey as well as store and 
maintain data to ensure students’ responses were kept com- 
pletely confidential. 

The Web-based survey method was used in part because 
computer-based approaches have been shown to have cer- 
tain advantages relative to hardcopy surveys such as fa.stcr 
turnaround time and improved reporting of highly sensitive 
and illegal behaviors [15,16]. The Web survey wa.s main- 
tained on a hosted secure Internet site running under the 
secure .sockets layer (SSL) protocol to insure respondent 
data were safely transmitted between the respondent’s 
brow.ser and the server. Students were given sheets with a 
unique prea.ssigned PIN number that allowed them to access 
the Web survey and these .sheets were destroyed immedi- 
ately after the survey administration; school officials and 
.staff were unable to acce.ss any personally identifiable in- 
formation connected with the data of any respondent. The 
survey took approximately 22 minutes to complete, and 
-siu-vey administration was supervised by staff from the 
University of Michigan, the public school district, and a 
private research firm, The project achieved a participatiou 
rate of 94% for students in the seventh through 12th grades 
whose parents gave informed consent, and the main reason 
for nonrespon.se was absenteeism on the days of .survey 
administration. The final response rate for this Web-ba.sed 
survey was 68% based on guideline #2 of the American 
A.ssociation for Public Opinion Research (AAPOR); this 
guideline asserts that the response rate should be calculated 
by dividing (he number of completed and partial case.s by 
the number of all eligible respondents [17], 

Measures 

Medical use of prescription medication. Medical use of 
prescription medication wa.s measured using the following 
question: “Based on a health professional’s (e.g., doctor, 
dentist, nurse) prescription, on how many occasions in your 
lifetime have you used the following types of drug.s?’’ A 
separate question was asked for each of the following four 
cla.sses of prescription drug.s: (a) vSlccping medication 
(e.g., Ambien, Halcion, Restoril, temazepam, triazolam); 
(b) Sedative/anxiety medication (e.g., Ativan, Xanax, Va- 
lium, Klonopin, diazepam, loraz-epam); (c) Stimulant med- 
ication for ADHD (e.g., Ritalin, Dexedrine, Adderall, Con- 
certa, methlyphenidate); (d) Pain medication (i.e,. opioids 
such as Vicodin, OxyConlin, Tylenol 3 with codeine, Per- 
cocet, Darvocet, moqjhine, hydrocodone. oxycodone). The 
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response scale for each qiieslion was (1) Never, (2) !-2 
occasions, (3) 3-5 occasions. (4) 6-9 occasions, (5) 10-19 
occasions, (6) 20-39 occasions, and (7) 40 or more occa- 
sions. 

Nvnitiedical use of pre.scripiion medication. Nonmedical 
tuse of prescription medication was assc.s.sed by asking the 
following question: “Sometimes people use prescription 
drugs that were meant for other people, even when their 
own health professional (e.g.. doctori dentist, nurse) ha.s 
not prescribed it for them. On how many occasions in 
your lifetime have you used the following types of drugs, 
not prescribed to you?” There were separate questions for 
each of the following four classe.s of prescription drug.s: 
(a) .Sleeping medication (c.g,. Ambicii. Halcion, Restoril, 
temazepam, triazolam); (b) Sedalive/anxiety medication 
(e.g., Ativan, Xanax. Valium, Kl{)nopin, diazepam, loraz- 
epam); (c) Stimulant medication for ADHD (c.g., Ritalin, 
Dexedrine. Adderall, Concerta, methlyphenidate); (d) Pain 
medication {i.c,, opioids such as Vicodin, OxyConlin, Ty- 
lenol 3 with codeine. Pcrcocel, Darvocet, moiphine, hydro- 
codone, oxycodone). The response .scale for each que.siion 
w'as the same as for medical use. 

Prescription drug use status. Prescription drug use status 
was assessed by creating four distinct groups of lifetime 
prescription medication use: ( 1 ) individuals who never used 
one or more of the four classes of pre.scription medication 
(noinisers, n = 499); (2) individuals W'ho only used one or 
more of the four classes of prescription medication as pre- 
scribed by their phy.sieians (medicai user only, n = 329): (3) 
individuals who used one or more of the four clas.se.s of 
prescription nteclication as prescribed by their physician.s, as 
well as prescription medication that was not prescribed to 
them (both medical and nonmedical u.ser, n - 183); (4) 
individuals who only used one or tnore of the four classes of 
prescription medication that wa.s not prescribed to them 
(nonrnedica! user only, n = 35), Similar four-level indicator 
variables were developed I'or each specific drug class. 

Drug Abuse Screening Test, Short Form {DAST-!()). The 
Drug Abuse Screening Test. Short Form (DAST-IO) i.s a 
self-report instrument that can be used in clinical and non- 
cliiiical settings to screen for probable drug abuse or depen- 
dence on a wide variety of subsiance.s other than alcohol 
fl7]. Respondents who used drugs other than alcohol in the 
past 12 months were asked whether they had experienced 10 
drug-related items in the past 12 month.s (e.g., inability to 
stop using drugs, simultaneous polydrug use, illegal activ- 
ities to obtain drugs, btackout.s as a result of drug u.se, 
medical problems as a result of drug use, withdrawal symp- 
toms, felt bad or guilty about drug use, family complaints 
about drug use, and family avoidance due to drug u.se). 
Based on the objectives of the present study, we removed 
the item regarding “non-medical reasons” for drug use re- 
sulting in nine DAST items. Based on previous research, if 


a re.spondent positively endorsed two or more DAST items, 
this was considered a “positive” screening test result, de- 
noting ri.sk for probable drug abuse or dependence (18-201. 
Cronbach’s alpha was .80 for the nine DAST items. 

Data analysis 

Data analyses included 1086 respondents, and all statis- 
tical anaty.ses were performed using SPSS 13.0 (SPSS Inc., 
Chicago, IL). Chi-square tests were u.sed to compare the 
prevalence of medical u.se and nonmedical use according to 
student characteristics. Chi-square tests and multiple logis- 
tic regression models were used to compare illicit drug use 
and DAST score,s across the following four mutually exclu- 
sive groups of lifetime and past-year prescription medica- 
tion users: (I) no use, (2) medical use only, (3) both medical 
and nonrnedica! use. and (4) nonmedical use only. Multiple 
logistic regression models used nonusei's as the reference 
group and were adjusted for gender, race/elhnicity, and 
grade level. Interactions between demographic characteris- 
tic.s (e.g., gender, race/elhnicity, and grade level) were ex- 
amined in the multiple logistic regres.sion models. Adjusted 
odds ratios (AOR) and 95% confidence intervals (95% Cl) 
were reported. 

Sample 

The final sample consisted of 1086 secondary school 
students, and the demographic characleristic.s resembled the 
characteristics of the overall student population. The grade 
level distribution did not significantly differ between the 
final sample (37% in seventh- eighth grade and 63% in 
ninlh-12th grade) and the overall student population (35% 
in -sevenih-eighlh grade and 65% in ninth-12lh grade). The 
final .sample contained a higher proportion of females (54%) 
than in the overall student population (51%) ~ 10.5, df 

= 1,/j < .01). The racial distribution of the final sample was 
52% While, 45% African American, and 3% from other 
racial categories, wherca.s the racial distribution of the over- 
all .student population was 48% White, 49% African Amer- 
ican, and 3% other racial categories (;^'^ = 26.7, df = 2, p 
< . 01 ). 

Results 

The lifetime prevalence of medical use was 49.0% for 
any of the four categories of prescription medications. The 
most common medically used pre.scription drug class among 
secondary school .students was pain medication (44.9%), 
followed by sleeping (13.9%), sedative/anxiety (6.1%), and 
stimulant medications (6.0%). There were notable gender 
differences; within any of the four classes, females were 
significantly more likely than males to report lifetime med- 
ically prescribed use (56.4% vs. 40.2%. ~ 21.4, df = 1. 

p < .001), pain medication (53,1%' vs. 35.0%, x~ “ 34.0, 
df = \,p < .001), sleeping medication (!6.2% vs. 11.2%, 
r = 5.5,df= \,p < .05). and sedative/anxiety medication 
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Table 1 


Zero-order corrclatiors between lifetime frequency' of medical and nonmedical use of prescription drugs 


Variable 

1. 

2. 

3. 

4. 

5. 

6. 

7. 

8. M 

SD 

Range 

1. Frequency of lifetime stimulant medical use 

__ 







1.21 

.99 

i-7 

2, Frequency of lifetime stimulant nonmedicai u.se 

.34** 

— 






1.07 

..55 

1-7 

3, Frequenev of lifetime pain medical use 

.18** 

.14** 

__ 





2.12 

1,70 

1-7 

4. Frequenev of iifetinte pain nonmedicai use 

.24** 

.45** 

.38** 

__ 




1.37 

1.03 

1-7 

5. Frequency of lifetime sedative medical use 

.46** 

.51** 

.23** 

.33** 

— 



1.14 

.73 

1-7 

6, Frequency of lifetime sedative nonmedicai use 

.40** 

.84** 

.21** 

.49** 

.62** 

— 


1.09 

.60 

1-7 

7, Frequency of lifetime sleeping medical use 

.34** 

.31** 

.38** 

.36** 

.43** 

.48** 

— 

1 .33 

1.07 

1-7 

8. Freqtiency of lifetime sleeping nonmedicai u.se 

.33** 

.71** 

,20»* 

.52»* 

.48** 

.76** 

.45** 

— 1.15 

.73 

1-7 


Nate: Sample sizes varied due lo missing data (range = 1030-1046). 
< .01. 


(7.6% VS. 4.4%. x' = 4.5, dr — 1 . /; < .05). Tliere were also 
.some signilicant racial difference.s; While .siudcni.s were 
significantly more likely than African American sludenks lo 
report medical use of scdative/unxieiy medication fK.8% v.s. 
3.0%, x^ ~ ^4.2. df = 1. /) < .00!) and stimulant medica- 
tion mwe v.s. 3.5%, r = y.O, df = l, /> < .Ol). older 
students in grades nine-i2 were more likely than students in 
grades .seven to eight to report medical use of sedtttive/ 
anxiety medication (7.3%^ v.s. 4.1%, x~ — 4.2. df - \. p < 
.05) and pain medication (48.9% vs. 38.1%;, x~ ~ ^^-4. 
df = 1. p < .01). The correlations among frequencies of 
lifetime medical and nonmcdictil use of prescription drugs 
ranged from .14 lo .84, with most correlations between .30 
and ,50 (Table 1). 

For any drug category studied, the lifetime prevalence of 
nonmedicai use was 20.9%;. The lifetime prevalence of 
nonmedical u,se wa.s highest for pain medication (17.7%), 
followed by sleeping (5,9%>), sedalive/anxiety (3.5%), and 
stimulant medications (2.4%), Females were significantly 
more likely than males to report nonmedical u.se of pain 
medication (22.2% v.s. i23%,x~= 17.6, df= l,p<.(X)l). 
White students were more likely than African American 
students to report nonmedical use of pre.scription .sedative/ 
anxiety (4.5% vs, 2.2%, ~ 4.2, df = 1, /? < .05) and 

stimulant medications (3.3% vs. 1.3%, = 4.2, df = 1, 

p < ,05). Finally, students in grades nine-12 were more 
likely than stiidenks in grades seven to eight to report non- 
medicai use of sedative/anxieiy (4.5% vs. 1.8%, — 5.3, 

df = I , p < .05) and pain medications (20.9%‘ vs. 1 2. 1 %. 

= 12,9, df= l,p< ,001). 

A.s illustrated in Table 2, approximately 48% (n = 499) 
of .students never used an abusabie prescription drug (life- 
time nonu.ser). 31.5% (n = 329) u.sed prescription medica- 
tion as prescribed by their physicians (lifetime medical user 
only), \1.5% (n - 183) used both prescription medication 
as prescribed by their phy,sici,ans as well as used an abusabie 
prescription medication that was not prescribed to them 
{Hfetime medical and nonmedical user), and 3.3% (n = 35) 
used an abusabie prescription medication that was not pre- 
scribed to them (lifetime nonmedicai user only). 

Bivariate analyses indicated significant gender differ- 


ences in lifetime medical and nonmedicai use of four classes 
of prescription dings (Table 3). There w'ere no significant 
racial differences in the lifetime use of prescription medi- 
cation; predictably, grade level was significantly associated 
with lifetime use of prescription drugs. 

Bivariate analyse.s were used to examine the as.sociations 
among lifetime prescription drug use, past-year illicit drug 
use. and DAST scores. Chi-square analysis revealed signif- 
icant associations between lifetime prescription drug use 
.siatu.s and each measure of past-year illicit drug u.se and 
probable drug abuse as measured by the DA.ST (j) < .001). 
Multivariate logistic regre.ssion results reinforced the biva- 


Table 2 

Frequency dbtributions of lifetime prescription drug use 


Lifetime pre.scription drug use status 

Sample 
.size (n) 

Sample 
size (%) 

Four cla.'ises of prescription drugs" 

Nonu-ser 

499 

47,7 

Medical user only 

329 

31.5 

Medical and nonmedicai user 

183 

17,5 

Nonmedicai user only 

35 

3,3 

Pain medication 

Noiiuscr 

535 

51,9 

Medical user only 

313 

30,4 

Medical and nonmedicai user 

347 

14,3 

Nontnedical use only 

35 

3.4 

.Sleeping medication 

Nonuser 

872 

83,9 

Medical user only 

106 

10.2 

Medical and nonmedicai user 

36 

3.5 

Nonmedicai user only 

25 

2.4 

Sedative/anxiety medication 

Nonuscr 

964 

92.7 

Medical u.ser only 

39 

3.8 

Medical and nuiiinedical user 

25 

2.4 

Nonmedicai user only 

12 

i.2 

Stimulant medication 

Nonuser 

962 

92.9 

Medical user only 

50 

4,8 

Medical and iKrtimedical u.ser 

12 

1.2 

Nonmedicai user only 

12 

1.2 


^Four cjasse.s of pre.scriplion drugs include pain, sleeping, sedative/ 
anxiety and .stimulant inedientions. 
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Table 3 

Demographic characterislics based on lifetime use of four classes of prescrijHion dnigs 



Nonu.ser 
(n = 499) 

% 

Medical use only 
(n = 329) 

% 

Medical/nonmedical use 
(n = 183) 

Nonmedieal u; 
(n = 35) 

it only 

Differences based 
on chi-square 

X~ (dp ^’-value 

Gender 







Female 

46.0 

58-2 

70.5 

57,! 


35.24 (3) p < .001 

Male 

54.0 

41,8 

29-5 

42.9 



Race/ethn icily 







W'hilc 

51.2 

-56-4 

50.3 

51.4 


NS 

African American 

45,4 

41.2 

45.4 

45.7 



Other 

3.4 

2.4 

4.4 

2,9 



Grade level 







7th-8th grade 

41.9 

36.5 

24.0 

31,4 


18. 8i t3)p < .001 

9th-12ii) grade 

5S,1 

63.5 

76.0 

68,6 




riate findings; the odds of reporting illicit drug use and 
probable drug abuse were considerably higher among indi- 
viduals who reported lifeiime nonmedieal use only of pre- 
scription drugs after adjusting for gender, race/elhnicily and 


grade level (Table 4). The heightened risk for illicit drug use 
and probable drug abuse among lifetime nonmedical users 
of prescription drugs held steady across each of the four 
clas.ses of prescription drugs. In addition, illicit drug use and 


Tuble 4 

Prevalence of drug use and mi.susc based on lifetime u.se of four clas.ses of pre.scription drugs 


Prescription drug use stafu.s 

Past-year DAST fpixsiiive 
screening) two or more itenvs 

Past-year marijuana use 

Fast-year illicit drug use other 
than marijuana^ 


% 

AOR'* (95% Cl) 

% 

AOR” (95% Cl) 

% 

AOR” (95% Cl) 

Four prescription drug classes'^ 

Noiiuser 

5.0 

__ 

13.5 

— 

2.6 

— 

Medical user only 

7,3 

1.5 (.8-2-8) 

19.9 

1.5(1. 0-2.2)* 

6.1 

2,6(1, .3-3,4)** 

Medical and nonmedieal user 

20,9 

5.2 (2.9-9.1}*** 

33,0 

2.6(L7-4.0)*** 

12.0 

6,5(3.1-13.7)*** 

Nonmedieal user only 

22,9 

6.7 (2.7-16.8)**’ 

21,2 

1-7 (.7^,2) 

1 1.4 

5,7(1,7-19.1)** 

Pain medication 

Nonu.ser 

5.2 


13.7 

— 

3,0 

— 

Medical user only 

8.0 

1.6 (.9-2.8) 

21.7 

1.6(1. 1-2.4)* 

5.8 

2.3(1, 1^.6)* 

Medical and nonmedieal u.ser 

21.8 

5.3 (3.0-9.4)*** 

33,3 

2.6(16-4,!)*** 

12.2 

5,9(2,8-12.4)*** 

Nonmedieal u,se only 

22,9 

6.1 (2.5-15.2)*** 

18.2 

1.3 (-5 -3,4) 

14,3 

6,4(2.1-19,3)** 

.Sleeping mediciition 

Nonuser 

6.7 

— 

16.5 

— 

3,7 


Medical u.ser only 

14,2 

2-4(l..3-4.5)*’ 

30,0 

2.5fl-6^.2)*** 

9.4 

2.7(l,3-5.8)* 

Medical and nonmedieal u.ser 

44.4 

11.0(5.3-23.0)*»* 

45.7 

4.4 {2.I-9.3)*** 

.30,6 

12,4 (5,4-28,2)*** 

Nonmedieal user only 

25.0 

5.8 (2.1-16.0)** 

3.3.3 

3.6{L4-9.1)** 

24.0 

9,0 {3.2-25,0)*** 

Sedative/unxiety medication 

Nonuser 

7.4 

— 

17.2 

— 

4.4 

_ 

Medical u.ser onlv 

15.4 

2-2 (.9-5.7) 

28-9 

i.6 f.8-3.5) 

7.7 

2,1 (.6-7,4) 

Medical and nonmedieal user 

.54.2 

14,6 (6.0-35.4)*** 

68.0 

8-9(3-6-22,2)*** 

44.0 

2,3.3 (9,2 59,1)*** 

Nonmedieal user onlv 

41.7 

8.7 (2.6-29.3)*** 

41.7 

3.1(1.0-10,3) 

25.0 

7,6(l,9-3!.})** 

Stimulant medication 

Nonu.ser 

6.5 

_ 

17.2 

— 

4,0 

...... 

Medical user only 

30.0 

6.0 (3,0-11.8)*** 

27.1 

1,7 (.9-3,5) 

14,0 

3.,5(l. 4-8.4)** 

Medical and nonmedieal u.ser 

72.7 

31.0 (7.7-125.1)*** 

91.7 

52.0 (6-1-439.8)*** 

58.3 

36.7 (10.4-130.2)*** 

Nonmedieal user only 

75,0 

44.5(n.3-174.9)*** 

66.7 

11.9 {3.4-42.3)*** 

50,0 

22.4 (6,7-74.5)*** 


-reference group. 

“ Past-year illicit drug index consists of sumining annual ii.se of cocaine. LSD, other p.sychedelics. inhalants, ecstasy, crystal mcthamphclamine, heroin, and 
GHB. 

'' Odds ratios (AOR) are adjusted for gender, race/ethnicity and grade level (odds ratios for these variables were not shown). 

Four classes of prescription drugs included pain, stimulant, sleeping, and sedative/anxiety medications. 

•’‘/j < -05; ** p < .01; **’•/? < ,(>01 based on logistic regfe.ssion results. 
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probable drug abuse among individuals who reported both 
lifeiiine medical and nonmcdical use of prescription drugs 
were similar lo individuals who reported only lifetime non- 
medical use. Individuals who reported only lifetime medical 
use generally reported similar or increa.scd odds of illicit 
drug use and probable drug abuse (DAST score) than indi- 
viduals who reported no lifetime use of prescription drugs. 
Finally, we tested for inieraetions involving gender, racial/ 
ethnic, and grade level variables and generally found no 
evidence for interactions hetweeii these variables and pre- 
scription drug use status in accounting for probable drug 
abuse. 

The past-year use of four cla.s.scs of prescription drugs 
was a,s follows; 59.7% fn - 623} of .students never used an 
ahiisable prescription drug (past-year noniiser), 26.5% (n = 
276) used prescription medication as prescribed (past-year 
medical user only), 10.6% (n 111) used both pre.scriplion 
medication as prescribed as wcdl as an abusahle prescription 
jnedication that was not prescribed (past-year medical and 
nonmedical user), and 3.2% (n = 28) u.sed an abusable 
presciiption medication that was not pre.seribed (pa.si-year 
nonmedica! user only). The association between past-year 
pre.scriplion drug use status and probable drug abuse was 
examined it.sing chi-square analysis that revealed significant 

а. ssocialion.s (/:* < ,001 ), The prevalence of experiencing two 
or more DAST items was 5.5% among past-year nonuser.s, 

б, 9% for past-year medical u.sers only, 29.1% for past-year 
medical and nonmedical users and 27.3% for past-year 
nonmcdical users only. 

The logistic regression result.s .supported the bivariate 
findings because the odds of ex[>eriencing two or more 
DAST items did not differ .significantly between past-year 
medical users and past-year nonu,ser.s after adjusting for 
gender, racc/clhnicity, and grade level, In contrast, past-year 
medical and nontnedical users were over seven times more 
likely than past-year nonu.ser.s to experience two or more 
DAST items (AOR == 7,7, 95% Cl = 4.3-13.7, p < .(X)l). 
Similarly, past-year nonmcdical users were over seven 
times more likely than past-year nonusers to experience two 
or more DAST items (AOR = 7,6, 93%> Cl = 3.2-1 8.4. p < 
. 001 ). 

Finally, we examined whether higher IVequencie.s of non- 
medical use of each pre.sci'ipiion drug clas.s (lifetime and 
past-year) were po.sitively associated with illicit drug use 
and probable drug abuse (lifetime and pa.si-year). Bivariate 
correlations revealed sigtiilicani positive as.socialion.s be- 
iw'een frequencies of nonmedical u.sc for each class of 
prescription drugs and illicit drug u.se and probable drug 
abuse (p < .001). 

Discussion 

In the pre.senl study, the lifetime prevalence rale of non- 
medical u.se within the four prescription drug classes was 
20. 9%-: ihi.s was higher than the lifetime prevalence of 
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nonmedical use for the same four prescription drug classes 
(13.5%) among persons 12 to 17 years of age nationally in 
2{K)4 [3]. Notably, the prevalence of nonmedica! use of 
pre.scripiion opioid.s was higher than slate and national av- 
erages, whereas the prevalence of nonmedical use of pre- 
scription stimulant.s wa.s lower [1,3,21.22], For example, in 
this study the lifetime prevalence of nonmcdical use of 
prescription opioids was 17.7% and this is contrasted to 
national and state data that indicate 1 i.4% of persons 12 lo 
17 years and 14.3% of Michigan residents (12 years or 
older) reported lifetime nonmedica! use of prescription opi- 
oids fl,21). 

The lifetime prevalence rales of medical use of prescrip- 
tion drugs reported here were similar lo the prevalence rate.s 
and increasing pre.scrihing patterns for U.S. youth (11,23- 
25]. For example, the lifetime prevalence of medical use of 
prescription stimulants for ADHD was 6.0% in the present 
study; this is .similar to data that suggest 5.0% of youth aged 
5 to 17 years in the stale of Michigan [23] and 4.3% of U.S. 
youth between 4 and 17 years of age are prescribed stimu- 
lant medication [25]. The gender differences in medical u.se 
of pre.scriplion drugs resembled national patterns [7,1 1.26); 
adolescent girls were more likely to report medical use of 
prescription opioids, .sedalive/anxiety medication, and sleep- 
ing medication. We also found boys were more likeiy to 
report medical use of pre.scriplion stimulants for ADHD, but 
the difference w'a.s not statistically significant. Although 
ihc.se gender differences have been found in prescribing 
pattem.s in previous research with secondary school stu- 
dents, lhe.se prior studies did not consider the a.ssociation 
with nonmedical use. 

Seven of every 10 secondary .students who reported med- 
ical and nonmcdical use of prescription drugs were female. 
The increased rates of nonmedical use among female med- 
ical u.sers could be the re.sull of greater medical exposure to 
medications or. alternatively, it could be due to pos.sible 
under-treatmciit of conditions that result in girls obtaining 
prescription medicaiion.s from friends, family members, or 
others lo self-treat. After ail, the leading source.s of pre.scrip- 
lion drugs among adolescent nonmedical users are peers and 
family members [12,27,28}, and this .suggests that nonmed- 
ical use among adolescents should be considered within the 
larger context of medical availability. 

The racial difference.s in medical and nonmedical use 
of prescription drug.s found here are notable relative to 
previous research. The higher rales of medical and nonmed- 
ical use of stimulant and .sedalive/anxiety medications 
among White youth were similar to the racial differences in 
both prescribing patterns [23-251 and nonmedica! use of 
.stimulant medications [1,13,22]. Although w’c found no 
difference between White and African American students, 
national findings indicate lifetime nonmcdical u.se of pre- 
scription opioid medications was higher among White 
12th grade students (15,9%) than among African American 
(3.5%) I2th grade students ( 1 [. Furthermore, we did not find 
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any racial differences in lifeiime medical and nonmedical 
use when considering a!! four classes of prescription drugs. 
We also did nof observe differences by grade level in 
lifetime medical or nonrncdicai use of stimulant and sleep- 
ing medications; this could be the result of increased pre- 
scription rates of these classes of drugs among younger 
students. Our iindings serve as a reminder that secondary^ 
school districts should be encouraged (o-collect data to learn 
more about drug use behaviors because national results may 
not hold true in their respective .schools. 

Our data indicate that nonniedical u.se of prescription 
drugs repre.sents a problem behavior among secondary 
school students. Appro.ximaleiy one in every five secondary 
school adolescents reported nonmedical u.se of prescription 
drugs and these youth were at greater risk for probable drug 
abuse or dependence than their peers. This .study also found 
that a higher frequency of nonmedical u.se of pre.scription 
drugs i.s positively associated with probable drug abuse or 
dependence. The high rates of drug-u.se-relalcd problems 
among nonrncdicai users of prescription medication provide 
support for targeting prescription drug abuse in prevention 
and intervention efforls among adolescents. 

The present study contained several strengths and limi- 
tations that should be considered. A major strength ixmain.s 
to the diversity of the sample, with 45% of the studenl.s 
identifying as African Anterican. However, ba.sed on the 
racial diversity of the school district, some caution should 
be used when comparing the ('inUing.s of the present .study to 
other .school districts that are le.s.s diverse. An additional 
strength of the preseiil study was the inclu.sion of several 
classes of prescription medications and of .screening items 
to detect probable drug abuse or dependence. Many previ- 
ous studies focus exclusively on one class of prc.scripiion 
drugs and fail to lake into account medical and nonmedica! 
use of other classes of abusahle prescription drugs. 

Approximately three in every 10 students in the .school 
district failed to complete the survey and this may lead to 
biased findings; how'cver, concern regarding nonres|X)n.sc 
hia,s wa.s somewhat lessened becau,sc the demographic char- 
acteristics of the final .sample resembled the .student popu- 
lation. Some of our analyses were limited by the small 
number of sludeni-s who reported medical and nonmedical 
use of some prescription drugs. Finally, although the DA.ST 
has been used in clinical tind nonclinical settings, the in- 
strument has not been used widely in adolc.scenl pi>puia- 
tions. Further validation of the DAST using Web-ba.sed 
survey research and standard clinical interviews is needed to 
confirm optimal cut-points for sensitivily and specificity 
among adole,scenis. 

Despite these limitations, the results of the pre.senl study 
indicate that medical ii.sers who used their prescription med- 
ication.s as intended were not at the .same risk for probable 
drug abuse as individuals w'ho reported both medical and 
nonmedicai use. or those who reported nonmedical u.se 
only. Thi.s finding rcinforce.s the importance of proper med- 


ical use of prescription drugs and reinforces the need for 
educational effon.s directed at patient.s and their families. 
Data from the present study also .support the importance of 
compliance with medication management and suggest that 
proper medical monitoring may be helpful in reducing non- 
medical use of prescription drugs by adoie.scents. 
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i, ' H iViOtivHtions to Abuso 
■ Medications 

Carol J. Boyd, PhD, MSN«, Sean Esteban McCabe, PhD, MSW**, James A. Cranford, PhD*’, Amy Young, PhD-'' 



OBJECTIVES. Our goals were; i.o (i) doieriiijne adolescents' motivalions (reasons) for 
engaging in tlic nonniedical (illicit) use of 4 classes of prescription iTiedications and 
(2) examine wlteiber motivalions were associated with a higher risk for substance 
abuse problems. 

RESPONDENTS. Tile 200.5 sample (iV = 1086} was derived from one ethnically diverse 
sciiool district in souiiieasteni Michigan and included 7th- through 12lh-grade 
.students. 

METHODS. Data were collected by using a self-administered, VVeb-hased survey that 
includeti questions about drttg use and the motivations to engage in nonniedical 
use of prc,scri]rt!on medication. 

RESULTS.Twelvc percent of the re,spondents had engaged in nonniedical use of 
opioid pain medicaiions in the pa.st year: 1 >% for sleeping, 2% as a sedative and/or 
for anxiety, and 1 % as stimulants. Tiie reasons for engaging in the nonmedical use 
of prescripiion inedicaiio.ns varied by drug cjassificaiiori. For opioid analgesics, 
when tile number of motives increased, so too did the likelihood of a positive Drug 
Abuse .Screening Test, score. For every addilii.mal motive endorsed, the Drug Abuse 
Screening Test increased by a factor of 1 .8. Two groups of students were com[.)ared 
(ai-ri,sk versus self-treaimeni); those who endorsed .multiple motivations for tion- 
niedical use of opioids (at-risk grou|:)) were .significantly more likely to have 
elevated Drug Abuse Screening Test scores wlten compared with those who were 
in the .self-treainK'nl grou[i. Th(.)se in the at-risk group also were significantly more 
likely to engage in marijuana and alcohol use. 

CONCLUSION. The findings from this expioratoiy study warrant additional research 
because several motivations lor the nonmcdical use of prescription medications 
.seem associated with a greater likelihood of substance abuse problems. 
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A ct;{)RD!NG TO THK National Survey on Drug Use and 
Health 2004 data,' -9% ol adolescents aged 12 lo 
17 years used prescription drugs lor nonincdical pur- 
]‘>o-ses in the past year, including 7% who used pain 
nicdicaiion, 2% stimulant medication, 2% tranquilizers, 
and 0.5% sedatives; however, ilie motivaiions lo abuse 
these prescription drugs were not assessed. In fact, de- 
spite ample evidence that ilic nonmedical use of pre- 
scription medications is increasing in the United Stales, 
little research exists on adolescents' motivations for this 
form of drug use. 

BACKGROUND 

Daniel et ai- found gender differences in their satnple of 
9- to 1 8-ycar-olds wlio look a mail survey (764 girls and 
804 boys). Tlieir study wa.s based on data from 2 ques- 
tions: "Have you evtu shared your pres(Ti|)tjon xnedtea- 
tion with others?" and "Have you ever borrowed pre- 
scription medicaviou from another?” and a follow-up 
question that provided 14 reasons for borrowing or shar- 
ing prescription drugs. They sougltt to determine how' 
often children atid adolescents share prescription medi- 
cations. Approxiinaiely 20% of the girls and 1 5% of the 
boys reported borrowing and/or sharing prescribed med- 
ications in their lileiiities, a siaiisticaily significant gender 
difference. Of the girls, 16% reported borrowing pre- 
scription drugs from others, and 15% reported sharing 
ti.ieir prescriptions; ttotably, 7% of ilie girls aged 15 
through IcS years had shared medieaiion.s >3 limes. 
Respondents did not indicate what drugs were being 
borrowed or shared; llierefore, it was diflicull to deter- 
mine if respondents were talking about acne soap or 
psychcnropic medication.s. 

In an e.vploratory study of !017 middle and high 
sdtool students attending sehooi in 2003, researchers 
asked notnnedica! users of prescription pain medication 
to provide a reason for their abuse of these medications.'' 
Twenty-two percent of llie girls and 10% of the hoys 
reported lifetime nonmedical use of pain medications. 
Titiriy-Iour percent (jf the students received diverted 
{lain tnedicaiions from family meinlters, and the rea.sons 
offered were often to relieve pain for problems such as 
migraines and tnctnstrual cratnps, In a study of asihma- 
inhaier abuse, Boyd el al' found that siudcnt.s who mis- 
used their prescription asthma inhalers were more likely 
to smoke cigarettes and marijuana, as well as more likely 
lo drink alcohol and abuse illicit drugs. Unlike wdih 
opioid analgesics, there were no gender differences in 
prescription asihma-inlialcr misuse, indicating that gen- 
der differences may vary by drug ciassiheaiion. 

Teier et al’ examined the motives to abuse prescrip- 
tion stimulants in a random sample of 9161 undergrad- 
uate college students, 8% ol whom had used prescrip- 
tion stimulants tionmedically in their lifetimes. Using the 
Student Life Survey," a Web-lxnsed survey, these re- 
searelicrs asked students (n = 689) to endorse their 


rea.sons for abusing j>rescripiion stimulants. The most 
prevaleiit motivaiions w-'erc to (1) lielp with concentra- 
tion, (2) increa.se alerine.ss, and (3) provide a high; mo- 
tivations did not vary by gender. To delci'tninc why 
students were abusing prescrij)iion stimulants. Hall et ah 
studied 370 undergraduates and found no gender differ- 
encesin motivations; 13% indicated that they had taken 
stimulants that were not ])restribed to them. Twenty- 
seven percent of the studems rejtortcd taking the drugs 
during finals week, 15% before tests, and 12% wlien 
they partied. Four of the 10 students who had been 
prescribed sTimulanis also indicated that they used them 
nonmedically. 

Particularly relevant are the trends in medical pre- 
scription rales and the increase in prescrifttion incdica- 
lions.s Several studies have reported recent increases in 
US prescription rates oi ahusable medications including 
psychotropic,’ siiinulan!,'"-'' and opioid analgesics.''’ Be- 
tween 1992 and 2002, opioid prescriptions increased by 
222%, benzodiazepines by 49%, and stimulants by 
368%.*' Empirical evidence, albeit limited, suggest.s that 
an increase In the medical use of jirescripiion medica- 
tions will lead to increases in niisu.se and/or the non- 
rnedical use of these drugs.’"' 

Poulin,'' in fact, found that nonmedicai ii-se of stim- 
ulants was directly correlated to the number of prescrip- 
tion u.scrs in a student's school class or grade level. In a 
sclf-rcprxrl study of 13 549 Canadian, students, Poulin 
reported that of the 7i,h-, 9th-, lOih-, and 12th-graders 
who were prescribed stimulants, '-'15% reported giving 
away tficir medicatit.>ns. Seven percent reported selling 
their stimulant medications, 4.3‘M) experienced theft, 
and 3% were forced lo give someone their medica- 
tions.''' 

METHODS 

The purpose hxr this 2005 exploratory study was to 
examine the motives reported by 1086 yi,nuh between 
the ages of 12 and 18 years from a community in south- 
eastern Michigan. We aimed to determine the reasons 
for abusing 4 classes of scheduled prescription medica- 
tions: sleep aids, sedatives/anxiolytic agents, stimulants, 
and opioid analgesics. Wo also aimed to determine if the 
types of motivations were associated wiiii a higher risk 
for other substance abuse problems as indicated by the 
10-iiem Drug Abuse Screening Test (DAST-IO). 

A Web-based random-sample survey was conducted 
in the school setting w'ith 7th- liirougli 12ilt-grade stu- 
dents. After receiving human .subject review board ap- 
proval and a certificate of coiifidenriaiiry, we sent con- 
sent foam to the parents ol all siudeiiis in 7ih to 12ih 
grades. The public school district required that ail par- 
ents complete and return a consent form (active con- 
sent) before tlie student was allowed lo parlicipaic; 73% 
of the students returned a cojiseni form and were al- 
lowed to participate. Of these eligible students, 94% 
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look the survey. Tiie tiual response rale for iliis Web- 
based survey was liased on ihe American Association for 
Public Opinion Research guidelines {RR2)'b- thus, our 
response rale was 68% for liie 2005 data colfcction. 

The survey was conducled over tlie Intcrnel in com- 
puier laboratories with hooded computers; when stu- 
dents arrived at lire laboratory, research assistants 
greeted liieir class and provided each student with a 
sheet oi paper wiili a ])reassigned personal identification 
nuniber (PIN). Students were told to sit at a computer 
lenninal and sign on to the Web surc'cy using their 
unique PIN. Two research o-ssistanis supervised each of 
tile 4 computer laboratories. The first page of the survey 
provided a brief description of the study, an informed 
consent box, and basic instructions. Tiie survey look 
'“22 minutes to complete. The Web sur\-‘ey was main- 
tained on a hosted, secure fnterncT site running under 
ilie secure sockets layt'r (SSL) protocol. Unique PiNs 
were preassigned to 1086 students to allow them to 
confidentially access tlie Web survey. 

Sample 

In May 2005, we studied 7!b- through 12lh-graders who 
attended schools in a public school district in the Detroit, 
Micltigan. metropolitan art'n. Our sample included 54% 
boys and 46% girls; 52% of the re.spondents were white, 
45% were black, and 3% were from other racial group.s. 
Approxitnniely 18% of llie suidents were in 7ih grade, 
18% in 8lh grade, 23% in 9i.h grade. 16% in lOth grade, 
12% in 11th grade, and 12% In I2th grade. This public 
school district was an ideal study site becau.se it proviiled 
a racially diverse sample of students. 

Definitions 

One problem with existing research pertaining to pre- 
scription drug abuse (or the nonmedical use of pre.scrip- 
lion medications) is that the terms "use," "misuse," and 
"abuse" are used in particularized ways depending on 
the authors' disciplines. In this article, the following 
definitions arc presumed: "Nonmodicai use," "prescrip- 
tion drug abuse," or "illicit use" of prescription medica- 
tions (drugs) is defined a.s the use of prescription medi- 
cation to create an altered state, to "get high," or for 
reasons (or by people) other than those (or for whom) 
intended by the prescrilting clinician. In contrast, "med- 
ical misuse" (or noncomplianr use) of prescription med- 
ication involves the use of a prescribed medication by a 
person (and for tlte purpose) intended by the prescribing 
clinician: however, in the case of misuse (unlike medical 
use), the medication is not used in tlie prescribed dose 
and/or is not taken within a ju'escribed time intcrv'al. 

Measurements 

Nonmcdical use of prescription medication was assessed 
by asking about the occasions the nonjtrcscribed medi- 
cations w'ere used. Lifetime and 1 2-month use was as- 


sessed, and there were se()aratc questions for each of the 
following prescription drugs analyzed here; {a} sleeping 
medication (eg, .Ambien, Halcitrn, Restoril, etc); {b} sed- 
ativc/anxieiy medication (eg, Ativan. Xanax, Valium, 
Klonopin, etc); (c) stimulant medication (eg, Ritalin. Dex 
edrine, Adderall, Conceria, etc); and (<r/) pain ntedicaiion 
(eg, Vicodin, OxyContin, Tylenol 3 with codeine, etc). 
Respondents could endorse "never" or "don't know/ 
rather not say" or endorse the affirmative with the num- 
ber of occasions. 

Medical use of prescription medication w'as assessed 
by asking, "Based on a health professional's prescription, 
on how many occasions in your lifetime (and past 12 
months) have you irscd the following iyj)cs of drugs?" 
Respondents had similar response caiegorie.s as indicated 
above (for nonmcdical use). 

Motivations to engage in nonmcdical prescription 
medication abu.se were assessed by asking youtli to pro- 
vide the rcMsons why they u.seci eaclt prescription med- 
ication nonniedicaliy. Respondents were given a list of 
motivations aittl were asked to check all that applied (sec 
Figs 1~4 lor the items). II respondents only endor,sed the 
motivation that is consistent with the drug's pharmaceu- 
tical indication, they were characterized as demonstrat- 
ing self-ireaiment motivaiicm.s. If they endorsed other 
motivations, they were ciiaracierized as demonstrating 
ai-risk motivations. 

Alcohol and marijuana use was assessed by asking 
about alcohol and drug u.sc through a series of questions 
used in a national study of 8ih-, lOlh-, and 12th-grade 
students.'’' Measures of lifetime, past-year, and past- 
rnoiuii aicoliol and other drug use were used, Moreover, 
a gender-.sen.siiive measure of binge drinking was in- 
cluded to measure the frequency of at least one binge- 
drinking episode (ie, at least 4 drinks in one silting for 
girl.s and at least 5 drinks in one silling for boys) within 
the past 2 weeks. 

Risk of substance abuse was assessed with a modiliod 
version t>f the DAST-10, a self-report instrument tliat 
can be used in nonclinical settings to screen for jiiuentia! 
abuse and dependence to various drugs otluT than alco- 
hol (eg, all illegal drugs and prescription medication 
abuse).-" Originally modiiied from the Miciiigan Alcohol 
Screening Test, the DAST-10 has acceptable internally 
consistency (CronbaciTs u = .86) and test-rciest reliabil- 
ity of .70.-' 

For this study, using Web-based skip logic, suidents 
who adnjiiied to the use of drugs received tiic DAST-10. 
Because the first question on life DAST-IO pertains to 
drug use witht)ut medical reast)ns, it was assumed to be 
endorsed by this siibsarnple of nonmedical prescription 
drug-using respondents. It is for this reason that we 
made the cutoff higher for a positive DAST-10 score. It a 
student positively endorsed ^3 DA5T-] 0 items, we con- 
sidered it a "positive" score, denoting a moderate level of 
risk for substance abuse.-' 
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Data Analysis 

Data analysis included 1086 re.spondcnts, and all statis- 
tical analyses were ctinductcd by using SPSS 14.0 (SPSS 
Inc, Chicago, IL). To deiennine the {irevalcncc rates, the 
niirnber of siudenis reporting the behavUrr was divided 
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by the total number of suidenls responding to the ques- 
tion. To determine if ilie motivation to engage in the 
nonmcdical use of prescription medication predicted a 
positive DAST-IO score, we created a motives indc.x for 
each of the 4 drug classes; this index was treated as a 
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TABLE 1 Past-Year Prevalence of Medical and Nonmedical Prescription Medication Use 


Characteristics 
{JV = 1086") 


Sleeping Medication 


Sedative/Anxiety Medication 


Stimulant Medication for ADHD 


Pain Medication 


Medical Use, NMPD Use, Medical Use, 

NMPD Use, 
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n (%1 n (%) n {%) 

n(%) 
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TABLE 2 Self-treatment Group Compared to At-Risk Group Using DAST-t 0 Scores 



Drug Classification 
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TABLE 3 DA5T-10 Responses (N = 338) 


In the Past 12 mo: 

Yes.% 

No,% 

Have you ever used drugs cl her than those lequiretJ for 

4? 

58 

! iavc you used more tiuio one drug at a ritne^ 

19 

81 

Aro you always at.'le lo slup iisirrg diutjs wherr yrni Wernt' 

80 

20 

Have you had blaekouls or flashbaeks as .i result o( fJu;g usr.-? 

to 

90 

i lave you ever felt Ivad or guilry about your rltun 

78 

77 

1 lave family itK'tnhr-is ever cornplair-eij ritrmit yoin 

26 

85 

involver-'enl wilft diuu.s' 
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in 
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Have you ever experiem.ed wuhttrawai symptoms [fair sivk) 

10 

90 
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j lt>v(' you had mi'diral firoirlems as a I'esult of youi drug itso 

8 

97 

(en, memory loss, '.'onvulsinns, bleedingi’) 




correlate of a positive D AST- 10 score. We used the 
D AST- 10 as a didiotornous variable, using the Vplus 
cndorserneni as the cutoff for a positive score; <3 was 
considered to be a negative score. Finally, because opioid 
analgesics -were the most likely prescription medication 
to be used, we focused on students who reported tlii.s 
form of drug ttse. We created 2 groups; a self-treaimeni 
group, defined as students who only used opioid anal- 
gesics nonmedically to relieve pain; and an al-risk group. 


defined as siudeius who used opioid analgesics for other 
reasons as well. 

RESULTS 

Twelve percent of the students engaged in the nonmed- 
ical use of opioid pain medications in the previous 12 
months; VYo of the students had n.onmedically used 
sleeping medications, 2% scdatives/anxiolyiic agents, 
and 2% stimulants. There were no gender differences in 
(Ik'Sc prevalence rates wiili the exception of that for pain 
medications; girls were significantly more likely to non- 
mcdically u.se 0 [>k)id analgesics ix'’- ~ 9.9; degrees of 
freedom [df] = ]; P < .01). There were also no gender 
differencc.s in motivations vvit.li one exception: boys 
were more likely to report being addicted (as a reason for 
noitmcdical use) for 3 of the 4 dntg classes. However, 
the subsampk* numbers were small, and this finditig 
should be interpreted cautiously. 

As expected, motivations varied by drug classification. 
Some of the motives endorsed by our re.spondenis were 
amslsteitt with the diagnostic indications for the respec- 
tive medications. For instance, 75% of the students who 
nonmedically used sleeping rncdications (in the previous 
12 months) did so for help sleeping, and that was their 
sole reason. However, students' motives to nonrnedi- 
cally use pain medications were more diverse than for 
sleeping medieation.s. Ailliough 69% used them solely 
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for poin a)nlro] anci 79% endorsed pain relief as at least 
one tnoiivaiioii, otlicr irioiive.s were endorsed. In addi- 
tion, 1 1 % endorsed usiny ilrese medications to gel high. 
This was nor as true for siinnilants; 29% endorsed only 
one motive lu use siiniulaiUs (lhat is, to help with con- 
centration or alertness), and 21 % endorsed either 2 or 3 
motivations, the most frctiuently mentioned of which 
were becaustr it gives a high, to help concentrate, and to 
increase alertness. As with sleeping and stiinuiant med- 
ications, very few siudeiiis had used sedaiive/anxlolyiic 
mcdicaiions nontnedically in the j>rcvious 12 months. 
The most frcqttently cited motivations for their use were 
to Itelp with slecf), to decrease an.xiety, and to get high. 

Of the 338 resjtondenls who odmillcd to any lifetime 
drug use, 20% answered "no" wlien asked: "In the past 
12 rnonilis, are you always able to slop using drugs 
when you want to?" We also found evidence that the 
nonmedical use oi prescTi[)tion medications is associated 
with an increase in general substance abuse problems, 
particitiarly with the opioid analgesics. 

For opioid analgesics, wlien tltc number of motives 
increased, so loo did the Hkeiilioctd of a positive DAST- iO 
score. For every additional motive endorsed, the odds of 
a positive score on the DAST- 10 increased by a factor of 
1.8. With logistic regression, our analysis indicated lhat 
the pain use-motive index still predicted higher t>dds of 
a positive score on the DAST-10 even when age. gender, 
and race were siavislieaiiy controlled (adjusted odds ra- 
tio; 1 .8; 95% confidence interval; i .2-2.6). Allliough the 
siibsampics for the other medications were too .small to 
run rnuliivariate analyses, we assessed whether liiose 
with a positive score on llie DAST-10 reported more of 
eacli type of motive. 

Two groups of nonnicdical [trescripiion opioid users 
were compared: those who self-medicated for pain (// = 
86) and those who endorsed other rea.s(>n.s for nonnied- 
ica! use {yi = 41), Results showed that .scores on the 
DAST-10 were significanily itigher in the at-risk group 
{mean: 3.90) compared with the self-treatment group 
(mean: 1.67) •bib Analyses also indi- 

cated (hat past-year frequency of marijuana use was 
significantly fiigher in the ai-risk group (inenn; -4.03) 
ct>mpared with tlie s('!f-treaimen( gniup (mean; 2.90) 
{(f,i = 2,1; P < .05). This group difference was al.so 
observed for alcohol abuse; alcohol use (lifetime, past 
year, and [tast month) was iiigher in the at-risk group 
(eg, past year use; at-iisk grouji nican: 3.82 versus self- 
treatment group mean; 2,75 [bi 7 = 3.1; P < .011). The 
maximum number of drinks in a 2'hour period in the 
past year was significantly higher in the ai-risk group 
(mean; 5.15) compared with iliat itt the self-treatment 
group (mean; 2.84) (bj,, - 2.5; P< .05). 

When the total DAST- 1 0 scores were compared, there 
were no significant gender differences. However, there 
was one item on llie DAST-10 lhat revealed a gender 
difference; boys were more likely to have engaged in 


illicit activity t(» obtain lirugs tlian girls (.y- - 5; df ~ 2; 
P = .02). Unfortunately, because the subsamplcs were 
.small for the other 3 drug classes, we were unable to run 
multivariate analysc.s tc>r the sleeping, sedativc/anxio- 
lytic, and stimulant medications, 

DISCUSSION 

It was noted earlier that --9% of US youth aged 12 t() 17 
reported the nonmedieal use of prescription medications 
in 2004, with 7% reporting the nonmedical use of opioid 
analgesics.' The overall prevalence in our 2005 sample 
was much higher; in fact, ilte nonmedieal use of pre- 
scription medication was 14%, with 12% reporting the 
nonmedieal ii.se of opit)id analgesics. The differences be- 
tween the national data and our prevalence rales could 
be related to several design factors: The study popula- 
tions were clearly dillcreni. Our sample came from one 
ethnically diverse public school district in which the 
entire 7th through 12ih grades w'cre invited to partici- 
pate. Our study is contrasted with studies that used 
national, stnuified random sampling of 8rii-, 10th-, and 
I2th-graders''' or househoki surveys-' in wltich either 
papcT-and-pcncil questionnaires or comjiuter-assisted 
surveys were administered. School-based survcy.s and 
Web-based approaches to data collection have produced 
higher estimates of drug use than household surveys, 
which may be a factor in the discrepancy hcre.-^ 

Respondenis often endorsed reasons for nonmedieal 
use that were consistent with the therapeutic indications 
for each drug class. For instance, 79% of the responclenis 
endorsed pain relief for llie nonmedieal use of pain 
medications, 69% endonsed "helps with sleep" for the 
nonmedieal use of sleeping mcdicaiions, and 46%) en- 
dorsed "decreasing anxiety" as a reason to take seda- 
tivcs/anxiolyiic agents. Thus, respondenis adiTiilled to 
self-treating their pain, sleep, and anxiety problems. The 
nonmedieal use of stimulant medications was a bit dif- 
ferent; students were just as likely to endorse "to get 
high" or "experimentation" as they were to endorse to 
"help with concentration" or "increase my alerTnes-s." 

Our previous studies of nonmedieal opioid and asth- 
ma-inhaler use demonstrated the relationship between 
nonmedieal prescri[nion drug use and other forms of 
substance abuse among adolescents’-'; this study lends 
support to our {‘arlit'r findings by examining the risk of 
substance abuse problems associated with nonmedieal 
prescription drug use. Alihougli endorsing only one mo- 
tivation tor nonmedieal use was not necessarily associ- 
ated with an cievaied DAST-10 score, every additional 
motivation carried a greater likelihood of scoring higher 
on the DAST-10. The greater the number of motivations 
(endorsed by individual respondents), the more likely 
they were to be at risk for sub.srance abuse/dependence 
problems. However, iftere iriay be at least 2 distinct 
groups of nonmedicai prescription medication users; 
those who sclf-modieaie and those who use for other 
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reasons, including to i‘xpcrirneni and get high. The latter 
group seems to be ai greater risk for other forms of 
substance abuse. It is also possible tlta! some nonmedical 
users are attempting to enhance their performance; the 
nonmedical use of prescription medications for the pur- 
pose <,)! enhancing perh)nnancc needs additional study 
as well. 

The nonmedical use of prescription medications may 
he a form of drug use tliai challenges traditional ideas 
about adolescetii substance abusers. If future research 
supports the conceptualization of separate groups (dif- 
ferentiated by tlieir motivations to use), then substance 
abuse-prevention progrants may iiave Kt reconsider 
their approaches when addressing the nonmedical use of 
prescription medications. In fact, the preponderance of 
sclf-ireaiitig reasons endorsed by our sample may cx- 
[tiain why effective ntid well-studied programs such as 
Life Skills-' are not ehfeclive in reducing the nonmedical 
use of prescription iiicdications, 

Compton and Volkow.-' in their commentary on opi- 
oid analgesics, hypotliesize that [rrcscriplion opioid an- 
algesics arc abiised because of modciittg by family mem- 
bers and social networks, Correspondingly, in a review 
by tile National Center on Addiction and Substance 
Abuse. ^ it was noted that "friendly sharing" is common- 
place among family members and friends. Our worry is 
that this behavior .sends liie mes.sage that self-treating is 
normative and safe, a message that is reinforced by the 
ever-present marketing of pre,scripti()tt medications. 

Tlie nonmedical use of prescription drugs clearly 
signifies an increasing health proI>lem among US 
youlft, anti this inerea.se .should impart a sense of urgett- 
(^■yp,5,-<,24-:7 beiieve that the findings from this expU>r- 
aiory study warrant addilionai research, particularly be- 
cause motivations for the nonmedical use of prescriptioit 
medications seem a.ssociated with a greater likeliliood of 
substance abuse problems. However, this was au cxplor- 
aitiry study of students from 1 ctimmunity, and gener- 
alizaiion.s are constrained. The study relied on self-report 
and, tlius, may have resulted in underestimates; stu- 
dents w.h(t are consisteniiy absent from school are 
knowit to have higher raves ot illicit substance use.'’ 
Finally, tltis snidy relied on survey data eollecicd for a 
larger study; thu.s, the iicjns in the (trigina! questionnaire 
present some limitations. For instance, we did tun ask 
abotii the quantity and Irecpiency of the prescribed med- 
icaiions, nor did we ask student-s about their medical 
diagnoses; this inlorinatioti would have provided jter- 
speciivc on lite moiivaticms. 

Future researcli is neetied to determine if friendly 
sharing among family and friends poses a risk for devcl- 
of)ing subsiaiice abuse problems and to further evaluate 
which nonmedical prescription drug users are at greatest 
risk for developing itirther sulvstance abuse problems. 
Most certainly, we jnusi better understand the reasons 


for nonmedical use if we are to i)rcvcnt prescription drug 
abus'e from becoming an epidemic.-' 
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CHAN<j£ IN f-£Df:RAlt?ULES BACKS SfN‘GLe-5£XPUBiil U-U( 

"The . . . ad.iTiinistraiion. is giving public schcH.tl districts brood new lalitude to 
expand the .number of single-sex classes, and even school.s, in what is widely 
considered the most significant, policy change on the issue since a iandmark 
I'cdera] law barring sex di.scriminatioii in education more than .i30 years ago. 
Two years in ilie making, the new rules, announced today by the Education 
De{.)cirnnent. will allow school districts to create single-sex schools and classes 
as long as enrollment i.s voluntary. School (.listrict.s that go ihal route must 
also make coeducational schools and classes of 'sub.sia.tuially equal' quality 
available for membens of the excluded sex. The federal action is likely to 
accelerate effons by public school systems to experiment with single-sex 
education, particularly among charter schools. Across the nation, the number 
of public schools exclusively for boys or girls lias risen from 3 in 1955 to 241 
today, said Leonard Snx, executive director of the National Association for 
Single Sex Schools. That is a tiny fraction of the approximately 93,000 public 
schools across the country." 

Schemo DJ. New York Times. October 25, 2006 

Noted by .in, MD 
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ARTICLE 


Prescription Drug Abuse and Diversion Among 
Adolescents in a Southeast Michigan School District 

Carol], Boyd, PhD, MSNh RN; Sean Esfehan McCabe, PhD, M5W; James A. Cratijord, PhD: Amy Young, PhD 


Ob|ective$: To determine the prevalence of medical use 
of 4 classes of prcscripUoti medications relative to non- 
medical use (iilicii use), to examine the relative rates 
among the 4 drug classes, and to assess whether gender 
differences exist in the trading, selling, loaning, or giv- 
ing away of medications. 

Design: A Wch-based survey was administered to 7lh- 
10 12th-grade students residing in 1 ethnically diverse 
school district; a 68% response rate was achieved. 

Setting: During a 3-wcek period in May 2005, teachers 
brought .siudenls to their schools’ computing center where 
students took the survey using a unic[ue personal iden- 
tification number to sign on to the survey. 

Participants: There were 1 086 secondary students, in- 
cluding 586 girls, 498 hoys, 484 black students, and 56,5 
white students. 

Main Oatceme Measures: Students were asked about 
their medical and nonmcdical use of sleeping, sedative 


or anxiety, stimulant, and pain medications. Diversion 
of prescription medication was a.sscsscd by determining 
who asked the student to divert his or her prescription 
and who received it. 

Results: Thirty-six percent of students reported having 
a recent prescription for 1 of the 4 drug classes. A higher 
percentage of girls reported givitig away their medica- 
tions than boys (27.5% vs 17.4%, respectively; XF=6-7; 
P= 01); girls were significantly more likely than hoys to 
divert to female friends (64,0% vs 21.2%, respectively; 
xf=l7.5; P<.001) whereas boys were more likely than 
girls to divert to male friends (45.5% vs 25.6%, respec- 
tively; xf=4.4; P=.04). Ten percent diverted their drugs 
to parents. 

Conclusion: Physicians should discus.s the proper use 
of prescription medications with their patients and their 
patients' families. 

Arc/i Pedialr Adokne Med. 2007:161:276-281 


.Author Affiliations: Institute 
for Research on Woineit and 
Gender (Drs Boyd and Young) 
and Substance .Abuse Rcscaivh 
Gcnter (Drs McCdthc and 
Cranford). Liniversity of 
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T Hfc NONMHDIC.AI. I OF I’RH- 
scription drugs — which 
ranges from medication 
noncompliance to compul- 
sive abu.se — represents an 
increasing problem atmmg adolescents in 
the United Stales.' '* According to the 2004 
National Survey on Drug Use and Health 
data.' approximately 8.8% of adolescents 
aged 1 2 to 1 7 years u,sed pre,scri{)iion drugs 
lor nonmcdical purposes in the past year, 
including approximately 7% who used 
pain medication. 2% stimulant medica- 
tion, 2% tranquilizers, and 0.5*% seda- 
tives, However, the medical use of pro- 
scription medications and the diversion of 
these prescription medications were not 
fully addre.ssed. 

The aims of this descriptive, explor- 
atory study were 2~fold. The first aim was 
to deierinine the prevalence of medical use 
of 4 classes of prescription medications rela- 
tive to nonmcdical use in an adolescent, eth- 
nically diverse, school-based sample and to 
compare these relative rates among the 4 
drugclas.so,s. The second aim was to exam- 


ine whether gender differences exist in the 
trading, selling, loaning, or giving away of 
one’s medications, that is, who received the 
students’ diverted medications? 


BACKGROUND 


Data from the National Ambulatory Medi- 
cal Care Survey’' reveal that for .14- to 18- 
year-oids, there wa.s a 209% growth in the 
luunbcr of stimulant prescriptions and a 
385% growth in the luunber of anxiety or 
sedative medications prescribed between 
1994 and 2001. Poulin"'' found that non- 
medical .stimulant use was directly as.so- 
ciaicd with the number of prescription us- 
ers in the students' classroom or grade 
level. In a self-report study of 13 ,549 Ca- 
nadian students (between 7th and 12th 
grades), Poulin"' found that of the stu- 
dents with prescribed stimulants, approxi- 
mately 15% reported giving away their 
medications, 7% reported selling their 
stimulant medications, 4% experienced 
theft, and 3% were forced to give some- 
one their medications. 
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Danic! ct al" obscn-'cci gender diHcrcnces in diversion 
pauerns(n = 210), reponingihaupproximately20%oflhe 
girls and of the hoys l')orrowcd and/or shared pre- 
scribed medications, representing a statistically signifi- 
cant gender difference in lifetime use. Of the girls, 16% bor- 
rowed and 15% shared their prescription tnedicalions; 7% 
of the older girls had shared prcscrijMion medications more 
than 3 times. Fifty-eight percent of the youth acknowl- 
edged at least 1 motivation (or .sharing drugs: 40% of the 
girls and 27% of the hoys shared because the receiving per- 
son had a prescription for the drug but had run out. Thirty- 
three percent of the girls and 27% of the lioys received their 
diverted drugs from a family member. In a study of siimu- 
jam use conducted by Musser ei al,'- children diagnosed 
with artention-deficit disorder or attention-deficit/ 
hyperactivity disorder (n = 161 ) and their scht)ol adminis- 
trators were surc'eyed regarding stimulant use and abuse; 
1 6% ol the students had been approached to sell, give, or 
trade their stimulant medication. 

In an earlier study of 10- to IS-year-old.s, \vc found 
that when students reported the source of diverted opi- 
oid analgesics, more than 33% were from family and ap- 
proximately 17% were from friends.’ However, McCabe 
and Boyd' ' found that college students were most likely 
to get diverted drugs from peers, and women were sig- 
nificantly more likely than men to get diverted prescrip- 
tion sedative or anxiety, sleeping, and pain medications 
from family members. 


DEFINITIONS 


One problem with existing re.seardi is that the terms «.sc, 
i)jisu.se, and nhu.se are u.sed in particularized ways de- 
pending on the author’-s discipline. In response to the id- 
iosyncratic u.se of these terms, Compton and Volkow’"* 
have called for authors to dearly specify their defini- 
tions.'^ In this article, we assume the following: nonmedf- 
chI use, prescription drug ohusc, and ii/eged use of presci ip- 
tion medicalions (drug,s) refer to the same phenomenon 
and are defined as the use of prescription medication to 
“get high,’’ to create an altered state, or for reasons (or 
by routes) other than what the prescribing clinician in- 
tended, The use of someone else’s prescription medica- 
tion is illegal, Divers'ion o/prti',scription njcdiiotiinis (drugs) 
i.s clefinecl as the exchange of pre,scription medications 
that lead.s to the u.se of tliese drugs by people, other than 
for whom the prc.scribing clinician intended or under con- 
ditions associated with “docior shopping,” misrepresen- 
tation of medical problems, or theft. 


METHODS 


PROCEDURE 

.'As pan ol a larger longitudinal project, this study received hu- 
man subjccis review board approval and a certificate of conli- 
dcnliality. The public .si'hool district requires active consent be- 
fore siucletns arc allowed to participate. Scveniy-ihrcc percent 
of ihcpareiiLs returned ihecon.seni forms and agreed to let their 
cluklren participate. Ol the cligihie sluclenl.s (with relumed con- 
sent forms). 94% completed ilic survey. The final response rate 
was calculated using the American .A.s.sociaiion for Public Opin- 


ion Research guideline 2; our respotvse rate wa.s 68% for the 
2005 data collection used for this siu<ly. 

The surc’ey took approximately 22 minutes and was con- 
ducted over the Iniemcl Irom .school computer laboratorie,?. Stu- 
dents were given a preassigned persortal Klcniification number 
that allowed them to sign on to the Web suivcy; this sun-c)' method 
was used because similar computer-based apj>roaches have been 
found to improve the reporting of sensitive information.'"''’ The 
Web survey was maintained on a It osted secure Internet site run- 
ning under the Secure Sockets Utyer protocol, 

SAMPLE 

During a .3-\veck period in Vfay 200,5, we drew on a popula- 
tion of 1594 students in 7lh llirougli 12th grades and obtained 
a sample of 1086 secondary students. Filiy-two percent of re- 
s])ondcnlswcrc white, 45% were black, and 3% were from other 
racial groups. Sex was not quite equally distributed in the stu- 
dent sample: 54% of the students were girls and 46% were boys. 
Students included approximately 18% in 7lh grade, 18% tn 8th 
grade, 2.3% in 9th grade. 1 b% in 1 Dili grade. 1 1% in i 1 th grade, 
and 12%> in 1 2th grade. 

MEASUREMENT 

Many of the standard demographic, drug, and alcohol que.s- 
lions used in this study have been described in earlier publi- 
cations.^ * The following quc.sfions pertain directly to the aims 
of this study. 

Medical use of prescription medication wa.s mca.sured using 
2 quc-stions, one that requested the number of lifetime occasions 
and the other the number of occasions during the previou.s year, 
Wc asked. “Based on a health profe-ssional's pre.scripiion, on how 
many occasions in your lifetime (or past 12 months) have you 
used the following types of thugs: (1) sleeping medication (eg, 
.Amhicn ISanoli-aventis, Bridgewater, NJl, Malcion [Pharmacia 
arid Upjohn Co, Kalamazoo. Mich], Rcsiori! (Mailinekrocit Phar- 
maceuticals, KazeKvood, Mo], etc): (2) sedative or anxiety medi- 
cation (eg. Ativan iBiovail Pharmaceuiicais, Inc, Mississauga, On- 
tariol, Xanax iPfizcr, Inc, New York, NY}. Valium [Roche 
kahoratories, Inc, Nuiley. NJ], Kionopin [Hoffmann-La Roche, 
Inc, Nuilcyl.etc); (3)siimukmt medication foraticntion-deficit/ 
hy|)ciaciivit.y disorder (eg, Ritalin iNovanls PharmaceulicaLs Coip, 
East Hanover, N]]. Adderall iShirc U.S, Inc, Wayne, Pal, Con- 
cena I.ALZA Corp, Mountain View. Calif] , etc): and (4) pain medi- 
cation (eg. Vicotiin [Abbott Laboratories, Abbott Park, !!I1, Oxy- 
Contin [Purdue Pharma I.P. itamforcl. Conn], Tylenol 3 with 

codeine ijuhnson Johnson, New Druicswiek, N]}, clc)?” Tlw 
ordinal rtsponsc scale provided a range Irom no ocea,sions to 40 
or more occasions. An index of medical use of prescription medi- 
cation was created by summing the medically prescribed u.se of 
the 4 classes of prescription tticdication, A recent pre.scription wa.s 
defined as having a legal prc.sc.ripiion for a given medication within 
the past 12 months. 

Nonmcdical use ol prescription medication was as.se,s.scd by 
asking 2 questions, one for lileiime use and the other for use 
in the pjcsi 12 months. Wc asked, ''Sometimes people use pre- 
scription drugs that were meant for other people, even wheti 
their own doctor has not prescribed it lor them. On how many 
occasions in your iiiclimc for past 1 2 months) have you u.sed 
the following types ofdrugs, not prescribed to you?" There were 
.separate questiorus for cacli of the follow ing prescription drugs: 

(1) sleeping medication (eg, .Ambien, ilalcion, Rc.storil, etc): 

(2) sedative or anxiety medication (eg. Ativan, Xanax, Akdium, 
Kionopin, etc); (3) stimukinl medication for aitcntion-elclidt/ 
h)q>craciiviiy disorder (eg. Ritalin, Adderall, Concerta, etc): and 
(4) pain medication (eg, Vicodin, OxyCouiin, Tylenol 3 with 
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Figure 1. P 8 i'ce.nta 98 s of paitiGsparits (n=504 lifetime medication users) who 
gave or loaned thetr prescrtpiion rneaicaiions lo other individuals in fhs most 
recenS episode. 


codeine, ttc). The response scale was the same as for the medi- 
cal use of prescription mediixuions. An index of nonmedical 
u,se of prescfijptlon ntediciUion was created by summing the non- 
medical use of the 4 classes ol prescription medication. 

Requests to divert, prescription ntedication were a.ssessed 
using the following item: "On how manyoccasionsin your life- 
time (or pa,si. 12 month.s) have you been approached to sell, 
trade, or give away your prescription mcdication?“There\vcre 
separate quesiions for each of the 4 drug cliis,sc.s mentioned in 
the previous quesuons, The response scale was the .same as for 
the medical use of prescription medication. Students were also 
a,sked whether their pills had been taken again.sl their will by 
force or threat. 

Recipients of diverted inedicatioii-s were assessed using the 
following items (each was asked as a separate question): "In 
the most recent time that you (1) sold your pills, (2) traded 
any of your pills, or (3) loaned or gave away your medication 
to .someone, who did you provide the medication to?" The list 
of po.ssible recipicni.s wa.s based on our earlier work.-^ (see 
Figure I for a cornpleie listing). 



Ail of the statistical analyses were carried out using SPSS 
statistical software version i 4,0 (SPSS, Inc, Chicago, 111). 
Thirty-six percent of the students reported having a re- 
cent prc.scripiion for 1 of the 4 t;lasse.s of prescription 
medications and 49% had. received a prescription in their 
iileltmes, c)pKnd ana.ine.sic pain medications were the nicest 
widelv u.sed ol the 4 drug cla.s.ses, with approximately 45% 
of students havtng a prescription for them in their life- 
nnicsand h<i\ iiig a pri-sc uption for them in the past 
12 nioiuhs. Re.sults showed dial 235 (41%) of the 586 
girls and 1 1 0 U2%) ol die 498 boy.s reported medical use 
(.4 [’ nn nicditaiioiis in die p.ist year; this compares with 
1 5% ol girls and 9'?i> ol bov.s who had itsed prescription 
pun inuluaiion noniru dwalH Curls w^ere significantly 
1 iiir(. I'ks'b lo li oe d [11 c-.-. rip! ton for these pain medi- 
L uion- ill die [\wi %cai \\ -39 8;P<.001)and\veremore 
iik'h !o du m nonnuxlually in the pa.st year as well 
i^i_oo p- PP2' s’v hen IS e i-onsidered the relalion- 
sl'i|i 'Hi \ If tmiiiiudk.ii and medical use, there were 


disproporlionaiely mou iios!nu\i,^.i' .ivci ^ (d ‘'IiimiiI \r;t 
and sedative medications w lu.n luiupan d v, id; ib ' ndu'i 
2 prescription drug classes Widi.u du p!‘.\u'!!s 12 
months, 91 students had a puNi i hn sKh piin: mcdi 
cations and 36 had engaged u' ri.uiincdu.<ii um. ul sl'ep 
mg medications; 35 -Siudejiis h.ij,. pii s, tipnon Im ■-Lda 
live medication.s and 11 h.id engagi.d in ntinir,.di .xhi^'' 
of sedatives; 36 students ha<i a jue-L'sptU'i! lor '-'ui'n 
lant medicatioas and 18 had engaged in n ■'nnkdi^a! iw 
ofstiniulanls; and 348 students basl ipie-Liipnon i ir pasn 
medications and 126 had engaged in ii 'nnu'Jr, al u-^o o' 
pain medications (Table 1 and Table 2l 

Current medical useis (thal is siudenis w uh. I g.il lui-- 
scriptionsin the past 1 2 inomhs'^ w eie sia.ifsi.t alb mou 
likely (P<,()01) to repoit being approached to dui n dicT 
medications within ihc p.isi \cai than stialeiUs wlu' iuul 
an earlier prescriplion tbul not a current one), fins re- 
lationship was supporic'd even after controlling for sex. 
age, and race (odds raiio = 2 “ 95‘'ti i.onbdenn. iiiui- 
val = 1.57-5. 47: P<.00l). In fact, there was some evi- 
dence of trading medications liy the .students: for in- 
stance. 465 students (10%) reported Irading pain 
medications, 94 (15%) reported i rading stimulant medi- 
cations, .144 (10%)) reported trading sleeping medica- 
tions, and 94 (10%)) reported trading sedative or anxiety 
medications, aliht>ugh the nuinbcr.s were relatively low. 
Many fewer students reported .selling their medications. 
However, students were most likely to give away or loan 
their medications rather than trade or sell: 466 .students 
(25%) gave away or loaned ilieir pain medications, 6.2 
(21%) gave away or loaned their .stimulant medications, 
64 (20%) gave away or loaned their sleeping medica- 
tions, and 64 (1:3%)) gave away or loaned their .sedative 
medications. Overall, 24%i of students (witli a legal pre- 
scripiiovi) gave, away or loaned their prescription drugs 
to someone else, often a family member (eg, parem.s and 
siblings). A higher percentage of girls as compared, with 
boys reported lifetime giving or loaning tlteir .sedative, 
stimulant, pain, and/or sleeping medicalions (27.5% vs 
17.4%, respectively; xi-6.7; .P = ,0I.), They also were .sig- 
nificantly more likely than boys to divert to their female 
friends (64.0%) vs 21.2%, re.specl.ively: x?= 17,5; PC.OO!.) 
whereas boys were statistically more likely than girls to 
divert their prescription medicalions to their male friend.s 
(45.5% vs 2:3.6%. respectively; X! = 4,4:F=:,04) (Flgyr® 2), 
We also asked studems with prescription tnedica- 
Uons whether they had their pills taken away froin iheni 
against their wiii or by force or threat, .A relatively small 
number of students had e.\peri.c.nccd this type of event, 
We found that 1 45 ( 1 2%)) of i he students had their sleep- 
ing medications taken. 64 (14'%) had their. sedatives taken, 
62 (11%) had their stimulants taken, and 13 (3%) had 
their pain medicasions taken. 


COMMENT 


Earlier (his year, Maikcl.'" a pediatrician, noted lltal his 
colleagues arc all too ready to biarnc parents, the Inter- 
net, and doctor shopping for the. increased use of di- 
verted prescription medications. .According io Markel, 
these sources are not at the problem's root: rather, it is 
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Table 1. Prevalence oi Medical and illictt Use ol Prescrspimn Medications inine riiiviaiis lit: iviann^^ie.lOS&SitidenU’^. 
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Abbreviation: ADHD, atiention-cleticiL'hypfifacta'ity disorder 

’■Tbcie were 390 students who received prescription drugs for medicat use in the past 12 months and 145 students who engaged in noninedical use in the past 
1 2 months. There were 2 cases with missing data on sex and race or ethnicity. Owing to missing data,, the denominator for the overall prevalence rates 'was no! 
aiwa,ys 1086. 


Table 2. Stodants Approached to Sell. Trade, or Glire;^y;Tftelr#r:^^l€9ilff8iftc^9Bs:hi:Thelrilfetlme 
and In thrPrevious tZ Months 
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'^Indicates the total niimber of prescription medication users in the pas! 12 months who also reported being approached to sell, trade, or give away their 
prescription medications in their lifetime. 
tPc.OS, 


physician-s who too quickly write prescriptions for Sched- 
ule II and in medication.s, Althougli Markel raises an Im- 
poriant point, tlierc is anotlier aspect to the problem — 
physicians are uncotnlorutble talking about potential 
medication abuse with their patients. Inclccch 47% of phy- 
sicians report that it i,s dlflicult for them to discuss pre- 
scription drug abu.se with il.ici.r paiienLs: this is in con- 
trast to 41% who have diiTiculiy discussing alcohol abuse 
and 1 8% who have difficuily discussing depression.''' Our 
data, albeit, preliminary, indicate that physicians, nurses, 
and denlLsts must discuss the proper use of abusable medi- 
cations: it appears liuu many middle school and high 
.school '.tiulcjils engage in exchanges that challenge tra- 
ditional wa^•s of educating about drug abuse. Physi- 
lijii'' nu!>es, and dentists should 1x' at the forefront of 
an' ediuanonal cifori to combat this problem. 

In this descriptive .study of 1086 public school slu- 
(.tv''ii'' we iiUiUxi that almost lial! had received a prescrip- 
non i>'i a '■chwduled medication in their lifetimes; 1 in 3 
‘'iiiflt'fiis isid a pu seri|nion in ihe previous year. Opioid 
.ma luevk-i 'c<-!e the mo.st widely prescribed and the most 


widely abused. .Stimulattt and sedative or anxiety medi- 
cations had the highest illicit-medical u.se ratio.s. Diver- 
sion of prescription medication was common; between 
29% and 62% of 390 students with legal prescriptions 
were approached to divert their rnedications wiviiin the 
previous year. 

Our prevalence rales of nonmedical use of pre, scrip- 
lion drugs were higher than those in the 2004 National 
Survey on Drug Use and ITcalih .study,' and unlike John- 
ston et al^, we found that girls often had higher rates of 
nonmedical prescription use, particularly of the opioid 
analgesics. The differences beiwccn these studies could 
be aiiributed to differences in question wording, data col - 
lection modality, and study population. 

Similarly to Daniel ct al,’ ' we also found that girls were 
more likely to divert their medicalions. A higher per- 
centage of girls reported Ufetsnic giving or loaning of their 
sedative, stimulant, pain, and/or .sleeping medications. 
Girls were also mo.re likely to di\ t, rt to ihi ir female friends 
whereas boys diverted to their male friends. We believe 
that these gender differences may have implication.s lor 
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Figure 2. Sflx comparison of percentages of participants fn=119 lifetime 
medication users who reported ciiyersion) who ctiverted medications to 
ditterent recipients, ^P--. 05. 


drug preveniion and education; thus, further investiga- 
tion is needed into the possible reasons for and conse- 
quences of these same-sex c.xchange.s. We were also in- 
trigued by ilie sludenis’ willingness to give or loan their 
medications rather than to trade or sell them. Clearly, 
further research is needed to cvainine the motivations 
for the various types of diversion (giving away vs trad- 
ing) and the context in which they occur. 

There were no statistically .significant gender, age, or 
race or ethnic differences in the likelihood of being ap- 
proached to divert one’s medications, although those with 
current prescriptions were more likely to be ap- 
proached than those with previous prescriptions. This 
difference may be interpreted in I of 2 w’ays: { I ) as pre- 
scription medications become more popular and abused, 
acquaintances are getting bolder about asking for them 
(either to buy or borrow'); or (2) a recall bias is operat- 
ing, Eill'ier way, more research is needed to explore 
whether requests to divert these abu.sable medications are 
increasing among adolescents. 

To our knowledge, iliis is one of the few studies to ex- 
amine the medical and norunedical use of prescription 
drugs in the context of drug diversion and one of the first 
to use a random .sample from an ethnically diverse stu- 
dent population, It is notable that so many in our sample 
engaged in the noninedical use and diversion of prescrip- 
tion. medications; in fact, giveit their propensity to divert 
their medications, availability appears high. A i6-year- 
old student speaking with one of us {(bJ.B.) noted, "Pills 
are so easy to get; ! can get Vicodin, Addcrall, or Ritalin 
anytiittc I want at .school.” These cttmrolled medications 
can be hnmd cvciywitcrc — in medicine cabinets, on kitchen 
countertops, and in siudcni backpacks. In earlier svork,^ 
we found that rnaiiy students reported using diverted opi- 
oid medications tlie\- recei\'ed from friends and family; they 
used the clivericci drugs to relieve pain, help with sleep, 
and decrease anxiety. This raisc.s the question about stu- 
dents' motivations lo boili iionmeiiicaliv use and give away 
medications. 


The findings of oursUulv ba\i i'u[''iKau,>ns loi 

professionals working with secondai\ slIhh'I sukIi riK I'h\- 
sicians, nurses, and parents '>houlil!’>etdiii.a((.c! md should 
closely monitor the mediLa! usl tllii ii use md dtx s.t siou 
of abusabic prescriptioii incdiLations .uiuui;., soiondaix 
school sludenis. In patiienlai paicms { an su\c is gate- 
keepers in monitoring the dosage ind ttequenex ol us-, ici 
delect fKtssible signs of tin etsioi! SlIiooI iLathtrsaiul othei 
professionals can play an important role in monitoring 
whether students who .tie picsLiihctl abusibK medua 
lions are diverting or being appi vUt he< I to dte ^ rt ilk n mcJi 
catioas. Finally, school admmistr iiom must enk-ue poli- 
cies that require centralized medication monitoring. Too 
often, parents and students fail to report the medications 
they have been prescribed. School districts are encour- 
aged to collect their own data to learn more about therirug 
use behaviors at their schoids and lo design appropriate 
practices and policies. 

We believe that die findings from this de.scripiive study 
arc timely and warrant iurthcr re.search, particularly be- 
cause the nonmcdical use of prescription medications is 
strongly associated with other forms of substance 
abuse, including selling drugs. However, our con- 
clusions arc constrained by several factors, Generalisa- 
tions are limited because tlie sample wa.s drawn from 
I school disirici. Also, [he survey relied on the self- 
report of students and thus may have resulted in uncier- 
esiiniatcs because student.s who are absent or drop out 
of school tend to report higher rates of illicit substance 
use.*” This study relies on siuvey data collected for a larger 
study; therefore, the items in the. original que.stionn.aire 
present some limitations. For instance, we never as- 
sessed the quantity and frequency of the prescribed medi- 
cations, nor did we ask students about their medical di- 
agnoses or who w'rotc the prescription (eg, a demist or 
phy.sician); this information would have provided an im- 
portant coniexi. Future research is needed to examine 
whether the findings from this study generalize to other 
school districts In the United States and to student popu- 
lations in other countries. 
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"Asthma is a disease that has practically the 
same symptoms as passion except that with 
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Mrs. Bono Mack. Thank you. 

Dr. Arria. 

STATEMENT OF AMELIA ARRIA 

Ms. Arria. Chairman Bono Mack, Ranking Member Butterfield, 
members of the subcommittee, thank you for this opportunity to 
testify on the problem as it manifest among our Nation’s youth. I 
come at this issue as a researcher at the University of Maryland 
and the Treatment Research Institute in Philadelphia, but I am a 
mom too. 

Since 2003, with my dedicated staff, I have led the College Life 
Study, a NIDA-funded study of more than 1,200 college students. 
Consider our findings regarding non-medical use. By the fourth 
year of college, 13 percent used a tranquilizer, 23 percent an an- 
algesic and 30 percent a stimulant without a prescription. We 
found that more than one-third with prescriptions shared or sold 
their medications, usually to a friend. Most commonly diverted are 
stimulants such as Adderall with a 62 percent diversion rate. And 
individuals who divert prescription drugs are typically non-medical 
users themselves. 

Let me sharpen the focus on this particular aspect of the prob- 
lems, stimulants. They are widely available and attractive to stu- 
dents with high task demands, especially those experiencing aca- 
demic difficulties. There is a popular assumption that taking stim- 
ulants non-medically confers an academic edge and is therefore 
beneficial. Headlines referencing smart drugs perpetuate the notion 
that non-medical prescription stimulant use increases academic 
performance. Scientific evidence tells us quite the opposite. It is not 
the academically successful students who use them but the unsuc- 
cessful ones. We know that non-medical users compared to non- 
users are more likely to be dependent on alcohol and/or marijuana, 
skip class more frequently and spend less time studying, and 
digging even deeper, we see that these academic problems are re- 
lated to heavy drinking and marijuana use. What the research 
shows is that non-medical prescription stimulant use is an unsuc- 
cessful shortcut, an attempt to compensate for declining academic 
performance and is a red flag for an underlying alcohol or drug 
problem. 

What can policymakers do about prescription drug abuse? The 
single best thing is to tighten the chain of custody that ultimately 
governs supply. For example, put in place better prescription moni- 
toring programs, reform physician dosing practices and create time- 
ly surveillance databases. National data are often old and State- 
level data are not even available to researchers. 

The prescription drug problem has complicated the landscape of 
existing drug threats. It does not occur in isolation. Individuals 
who use prescription drugs non-medically are very likely to be 
heavy drinkers and/or illicit drug users. Therefore, in addition to 
deal with this devastating symptom, we must redouble our efforts 
to develop innovative solutions to the root issue, that is, the larger 
public health problem of drug use and addiction in the United 
States. 

What specific strategies should be proposed? Today is recommend 
two things regarding prevention and intervention. One, modernize 



159 


the Nation’s infrastructure for early detection. We can identify 
those who are at highest risk for drug problems, just like knowing 
who is at risk for other chronic health conditions, with an approach 
that involves standardized assessments, early intervention and pro- 
motes teamwork between parents, physicians and educators. We 
can put these young people back on track to fulfill their potential. 
To this end, NIH research has yielded valuable information about 
risk and resiliency, the interplay between genetics and the environ- 
ment and the natural history and course of addiction. Effective so- 
lutions to this enormous public health threat will require continued 
funding for NIH research. 

Number two: connect the dots between drug use and academic 
problems. This link cannot be ignored any longer. Making this con- 
nection loud and clear will get the attention of parents who want 
more than anything else to see their child succeed. Tacit approval 
by parents and students of underage drinking as normative and 
college as a 5-year party, especially when there are stimulants 
drugs as a last resort, is completely misguided by regrettably an 
all too common notion. Similarly, we must engage the leaders of 
our education system who are concerned about the high school 
dropout crisis and less than optimal college graduation rates. They 
must recognize the very real and contributory role of drug use to 
poor academic achievement. Sustaining our economy and navi- 
gating future challenges will require a clear mind and a sharp 
focus, which is inconsistent with underage drinking, excessive 
drinking, illicit and non-medical prescription drug use. 

Again, thank you for shedding light on this continuing public 
health problem and allowing me to contribute to the discussion on 
solutions. 

[The prepared statement of Ms. Arria follows:] 
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Chairman Bono-Mack, Ranking Member Butterfield, Members of the Subcommittee, 
other distinguished guests and members of the audience: thank you for highlighting the 
seemingly intractable problem of prescription drug abuse in the United States- and for the 
opportunity for me to lend my voice to the others invited here today. 

Today I testify on the problem as it manifests among our nation's youth, college age and 
even younger. And I come at this issue from my perspective as a researcher at the University of 
Maryland and the Treatment Research Institute in Philadelphia. Since 2003, with my dedicated 
staff, I have led the College Life Study, a NIDA-funded investigation of the health risk behaviors, 
including drinking and drug use, of more than 1200 young adults who were originally enrolled 
as college students. For eight years, on an annual basis, we have gathered a large amount of 
data from this cohort of young adults, whether or not they continue attending college. These 
data tell a compelling story that is consistent with the work of several others in our field. 

The first major finding is that nonmedical prescription drug use among our nation's 
youth is a symptom of a much larger problem. It does not occur in isolation— individuals who 
use prescription drugs nonmedically are very likely to be heavy drinkers and/or users of illicit 
drugs. Although the prescription drug problem receives a lot of visibility because of some 
unique features, it is tightly linked to the larger drug abuse problem in the United States. We 
can and must deal with this "symptom"-because it is real, potentially dangerous, and threatens 
the futures of the youth of this nation. But even if policy makers, or practitioners, researchers, 
parents, or others— are successful in alleviating this manifestation of the problem, we must also 
address the root issue or in five years you will be calling another hearing to discuss a new 


manifestation of the same problem. 



162 


Consider the following findings from the College Life Study: 

• By the fourth year of college, 13% of college students used a prescription 
tranquilizer nonmedically, that is, without having a legitimate prescription, 

• By the same point, 23% had used prescription analgesics - again, non-medically; 

• And, finally 30% nonmedically used prescription stimulants. 

Importantly, the overlap with other drug use was significant. In the past year prior to being 
assessed, 88% of nonmedical stimulant users had used marijuana, 30% had used hallucinogens, 
and 15% had used cocaine. 

Other findings from the College Life study show that nonmedical use is fueled by sharing 
or selling of prescription medications, usually between friends or acquaintances. More than 
one third of students in our study who had been prescribed any type of psychoactive 
medication diverted it to someone else at least once in their lifetime. The most commonly 
diverted class of prescription medications on college campuses are prescription stimulants, 
medications prescribed for ADHD, such as Adderall*, Ritalin* and Concerta”, with an estimated 
61% of students with ADHD in our study diverting their medications to another person. 

Let me sharpen the focus on this particular aspect of this problem— nonmedical use of 
prescription stimulants. We know that these drugs are widely available on college campuses for 
nonmedical use, owing in part to their ability to increase wakefulness. This particular class of 
drugs is attractive to college students with high task demands, and especially to those 
experiencing academic difficulties. There is a popular assumption-widely believed by the young 
adults themselves, and sometimes reinforced by the media— that taking stimulants non- 


medically confers an "academic edge," and is therefore beneficial for passing exams and writing 
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papers. With headlines referencing "smart drugs" and "smart doping," the popular media have 
perpetuated the general notion that nonmedical use of prescription stimulants increases 
academic performance and that stimulants are used nonmedicaily by the best students. 

Scientific evidence tells us quite the opposite, however. Nonmedical prescription 
stimulant use is associated with lower academic performance; it is not primarily the 
academically successful students who use prescription stimulants nonmedicaily, but the 
academically unsuccessful students. 

Compared to non-users, our data show that nonmedical users of prescription drugs are 
more likely to meet criteria for dependence on alcohol and marijuana, skip class more 
frequently, and spend less time studying. And digging even deeper to the root of this issue, we 
see that these academic performance problems are linked to heavy drinking and marijuana use. 
In summary, what the research shows is that nonmedical prescription stimulant use is an 
unsuccessful shortcut— an attempt to compensate for declining academic performance— and is 
really a "red flag" for a underlying alcohol and/or drug problem in a college student. 

Although stimulant medications— when used safely under proper medical supervision 
for the treatment of ADHD— can be instrumental in achieving therapeutic goals related to 
academic performance, there is no basis for making the assumption that similar benefits are 
attained through nonmedical use. 

It is necessary to dispel the powerful myths that parents, students and the media use to 
rationalize the nonmedical use of prescription stimulants. Prescribing physicians and college 
health centers need to emphasize why this behavior should be of concern, rather than a benign 


or normative behavior. In fact, the non-medical use of prescription stimulants should trigger an 
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assessment for possible underlying drug use, academic problems, and possible mental health 
issues. 

Table 1 of my supplementary materials shows the relationship between non-medical 
prescription stimulant use and alcohol/illicit drug use— data taken from 15 separate studies. 

On the point of prescription drug diversion, research findings consistently show that individuals 
who divert prescription drugs share characteristics with individuals who use prescription drugs 
for nonmedical purposes, and often times are nonmedical users themselves. Again, we are not 
dealing with separate issues-they are tightly linked to one another and represent similar 
problems. 

What can policy makers do to address this "symptom" of the issue? The single best 
thing is to help t ighten the "chain of custody" that ultimately governs supply of prescription 
drugs . Putting better prescription monitoring programs in place is one critical thing policy 
makers can do. 

But physicians also have roles to play— to reform their dosing practices, and be vigilant 
about underlying alcohol and drug issues when they prescribe psychoactive drugs to their 
adolescent and young adult patients. 

Moreover, patients and parents need to do their part in tightening the supply chain by 
curtailing sharing of prescription medications among adults and becoming more aware of the 
whereabouts of leftover medication. 

However, because the prescription drug problem has complicated the landscape of 
existing drug threats to our nation's youth and young adults, we need to redouble our efforts to 
develop innovative solutions to the public health problem of drug abuse and addiction. What 
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specific strategies should be proposed? Today, I recommend two things related to prevention 
and early intervention: 

1. Modernize the nation's infrastructure for early detection to address drug problems in 
youth and young adults . Decades of research tell us that we can identify those who are at 
highest-risk for drug problems, just like knowing who is at risk for other chronic health 
conditions. Youth who develop drug problems share certain identifiable characteristics. With 
an approach that involves standardized assessments, early intervention, and promotes 
teamwork between parents, physicians and educators, we can put these young people back on 
track to fulfill their potential. To this end, NIH research has yielded valuable information about 
the risk and resiliency factors involved in the various stages of youth drug involvement, the 
interplay between genetics and environment on the escalation of drug problems, and the 
natural history and course of addiction. Finding effective solutions to this enormous threat to 
public health will require continued funding for NIH research. 

2. Connect the dots between drug use and academic problems . The link between drug 
use and educational outcomes cannot be ignored any longer. Making this connection loud and 
clear will get the attention of parents who want more than anything else to see their child 
succeed. Tacit approval by parents and students of underage drinking as normative and college 
as a "five year party", especially when there are stimulant drugs as a last-resort pathway to 
"success", is a completely misguided but, regrettably, an all too-common notion. Parents must 
be empowered to recognize a myth when they see one and respond with appropriate 
communication, emphasizing that attending class, completing assignments and using the time 
in college constructively is the best strategy to achieve superior academic performance. 
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Similarly, we must engage the leaders of our nation's education system who are concerned 
about the high school dropout crisis and less than optimal college graduation rates. With full 
recognition that academic problems can sometimes place a child at risk for drug use, we must 
also recognize the very real and contributory role of drug problems to poor academic 
achievement. Sustaining our economy and navigating future challenges will require a clear mind 
and sharp focus, which is inconsistent with underage and excessive drinking, and illicit and non- 
medical use of prescription drugs, among our nation's secondary school and college students. 

Again, I thank the Chair, ranking member, and all other members of this Subcommittee 
for shedding light on this continuing public health problem and allowing me to contribute to the 
discussion on solutions. 
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Mrs. Bono Mack. Thank you. I thank you all the panelists very 
much. Certainly the parents who are hurting, I thank you for your 
advocacy and your passion turned towards helping others. 

Dr. Boyd, the statistics I am looking at completely dispute what 
you are saying. As I look at the Drug Abuse Warning Network sta- 
tistics as published by SAMHSA, you said that stimulants are the 
problem and you also say that opiate addiction has doubled. Did I 
not hear that correctly? 

Ms. Boyd. No, that prescriptions for controlled medications for 
young adults and adolescents — I think this is what you are refer- 
ring to — has nearly doubled since 2007. 

Mrs. Bono Mack. Now, this is not specific to adolescents, but 
when I look at these numbers for the increase of emergency depart- 
ment visits, now, old data, but from 2004 to 2009 stimulants all to- 
gether, again not specific to adolescents but I would think the 
trend would be similar, 20,490 admitted to ERs in the year 2004. 
That increased to 25,889 by 2009, a 5,000-person increase over 
those years, while oxycodone and combinations thereof, 41,701 in 
2004. One would think that the crisis is similar, that that would 
double, but in fact it actually increased to 148,449. So you spent 
the bulk of your time talking about stimulants but I am not aware 
particularly, and I am sorry I don’t have the data here, but would 
you say that the trend line for stimulants and fatalities for stimu- 
lants is similar to opiates and OxyContin? 

Ms. Boyd. No, I wouldn’t, and actually I did not intend to give 
the impression that I was mostly talking about stimulants actually. 
When I was speaking of the controlled medications, I was speaking 
of the four schedules and that for instance, 10 percent in our sam- 
ple had diverted their pain medication where 15 percent had di- 
verted stimulants. 

Mrs. Bono Mack. Let me jump to Ms. Creedon here and even 
to Mr. Harrison, and thank God that you are here as a recovering 
addict. I am so proud of your courage. Thank you for being here. 
And to Kathy Creedon, this is the scientific community and you 
guys have lived it in the real world. Is this just diversion from the 
simple places they see? Ms. Creedon, in your testimony, I wish you 
had gone on a little bit more. You talk a great deal, and you men- 
tioned you have seven pages of documentation that show the run- 
around and what they call the smurfing, the great lengths your son 
went to that had nothing to do with your medicine cabinet. Would 
you be willing to submit your seven pages and 72 entries of medical 
history? Would you be able to submit those things for the Congres- 
sional record so we can take a look at all of that? But are you hear- 
ing on the real street side of what is really happening out there in 
California and the homes? Is it paralleling what the scientists are 
saying here? 

Ms. Kathy Creedon. That the drugs are coming from parents’ 
medicine cabinets? Is that the question? 

Mrs. Bono Mack. Perhaps I just — I am a little on edge. It almost 
seems that you act as if the 16-year-old honor student was given 
hydrocodone. Dr. Boyd, and the teen went to the event, she had a 
great time but she never used hydrocodone again. So it seems to 
downplay, and you are acting as if the diversion is, well. Mom gave 
it to a 16-year-old, she had a great time at a party, and I just take 
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issue with that because this is a mother who never, ever dreamt 
of doing such a thing. 

Ms. Boyd. Absolutely, but speaking as a social scientist, this is 
also happening so that when we look at the data on diversion, we 
see all kinds of diversion and we see that also parents are role 
modeling, share medications that are controlled. The mother 
shouldn’t have had extra hydrocodone. 

Mrs. Bono Mack. OK, but Ms. Creedon, you had no 
hydrocodone, you had no oxycodone. Can you speak a little bit 
about the great lengths your son went to that had nothing to do 
with this? You are like Ms. Rovero and Mr. Bauer, a loving parent 
doing your best to raise a teenager, or young Ms. Creedon. 

Ms. Courtney Creedon. If I can speak to this, I mean, I think 
the reputation certainly is out there, and we have heard a lot of 
that today that I guess there were some statistics floating around 
that most people get these drugs from their parents’ medicine cabi- 
nets, but in our case, that did not happen. We never had any of 
these drugs in our house. My mother never condoned using drugs. 
I mean, when we do submit these records, I mean, Ryan went out 
of his way to visit every doctor imaginable and finagle every aspect 
of the system to make this work, and surprisingly, it wasn’t that 
difficult. So it is kind of hard for us to sit here and hear people 
talk about I guess parent responsibility when really I think the big- 
ger issue is responsibility or rather irresponsibility of the medical 
community in that none of these drugs came from our home. All 
of these drugs that Ryan used and the drugs he died from were ob- 
tained legally from licensed physicians. 

Mrs. Bono Mack. Thank you. I have to yield now to the ranking 
member, Mr. Butterfield, but we will have a second and third 
round of questioning. So Mr. Butterfield is recognized. 

Mr. Butterfield. Let me thank the chairman for convening this 
very important hearing today. Those of us on this side of the aisle 
are also acutely aware of the pervasive problem that we have with 
prescription drug abuse, and so the hearing today is very timely 
and I want to thank the witnesses for their testimony. 

In my prior life, I was a trial judge in North Carolina. I did that 
for 15 years, and so I have seen and heard heart-wrenching stories 
for many years over my career, and I want to extend my personal 
condolences and concern to those families who have been directly 
affected. 

I want to just ask one or two questions. I won’t belabor this un- 
necessarily but let me start this way. Prescription drug abusers do 
so for a variety of reasons, and I think we recognize that today. 
There are many reasons that contribute to this problem. Some peo- 
ple use them recreationally, some seeking their euphoric, relaxing 
or energizing effects. Other people with or without a prescription 
use them inappropriately seeking to alleviate minor pain and treat 
a perceived illness or even to manage stress. Still other people use 
prescription drugs for their intended purpose but obtain them with- 
out a prescription. 

To Dr. Arria and Dr. Boyd, do we have data in percentage terms 
which demonstrate either for the population as a whole or for high 
school- or college-age individuals why prescription drugs are being 
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used? In other words, for what reasons by percentage do young peo- 
ple decide to take prescription drugs without a prescription? 

Ms. Arria. The percentages vary by class of prescription drugs, 
so for stimulants, I would say about three-quarters of people who 
use stimulants take them to increase concentration, to study and 
the scenario sort of plays itself out that I explained where they are 
having academic difficulties. Only a small percentage of them will 
crush stimulants to get high. On the analgesic side, many, many 
more, a higher percentage, probably about 80 percent, will use 
them to get high and a very small minority will use them because 
of curiosity reasons or for other reasons. And for the tranquilizers, 
we see a lot of self-medication going on where there might be an 
underlying mental health issue. So it varies by class, and that is 
for the college age-population, young adult populations. We do not 
have that level of data at the national level. The national survey 
on drug use and health does not collect that level of information 
for us. 

Ms. Boyd. And I studied 12 - to 17-year-olds so it is a younger 
group, and they are less likely to use any drugs, the 12-year-olds 
and 13-year-olds, so you see some differences. We also see dif- 
ferences by drug class, and they mimic much of what Dr. Aria said 
with the exception being the opioids where disproportionately the 
younger the child with the opioid, the more likely they say they are 
treating pain. Once they get older so that now they are into 11th 
and 12th grade, now when they are using diverted opioid medica- 
tions, they are using it to experiment, to get high, to help them 
sleep, but that may be because they are using stimulants or they 
are drinking or partying, but so it would be for sensation-seeking 
or recreational reasons. 

Mr. Butterfield. Can we quantify what percentage of users 
snort as opposed to crushing the medication? What percentage are 
snorting it? Do we know? 

Ms. Boyd. Of 12- to 17-year-olds? 

Mr. Butterfield. Well, your age group, yes. 

Ms. Boyd. Relatively few are snorting it, and it depends by 
grade. Twelve-year-olds and 13-year-olds are not snorting it. We 
see about 5 to 10 percent snorting it by the time they get into high 
school. 

Mr. Butterfield. What about combining it with alcohol? 

Ms. Boyd. They all combine it with alcohol. 

Mr. Butterfield. That is a common 

Ms. Boyd. Absolutely. Our data show that any youth that is 
using the opioid products to get high or to sensation seek or for rec- 
reational purposes are using other drugs as well, and they are also 
using other prescription medications. 

Mr. Butterfield. Would that be the same in the older age 
groups as well. Dr. Arria? 

Ms. Arria. What we find is that there is always a history of ex- 
cessive drinking or a history of marijuana involvement, and in 
some cases they are using it at the same time concurrently during 
the same session. For instance, in our data, 88 percent of the non- 
medical prescription drug users had a history of marijuana use in 
the past year. 
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Mr. Butterfield. So there are similarities between the 12 to 17 
and the 18 and above? 

Ms. Boyd. There are, and particularly when you get to 16-, 17- 
and 18-year-olds. The younger ones, which I am also studying, who 
are in middle school, they do look different. 

Mr. Butterfield. Well, let me thank you and thank all of you 
for your testimony. I yield back. 

Mrs. Bono Mack. Thank you, and I do ask unanimous consent 
that the information that I requested from Ms. Creedon be allowed 
to be included in the record. No objection? OK. So ordered. 

Mrs. Bono Mack. Dr. Arria, you keep mentioning the history, 
the history, the history of use. It is my belief as a mother who just 
got through high school that the powerful nature of these pain- 
killers that our kids do not have a chance. Can you speak to the 
adolescent brain, specifically what does happen when they get that 
tablet of OxyContin? Can you speak also to a pharm party and ex- 
plain what that is? 

Ms. Arria. Sure. I think it is very true that the addictive poten- 
tial of opioid analgesics trump what we are talking about when we 
see marijuana, other drugs. So what really appears to be the issue 
is that because it is more typical for alcohol and marijuana to be 
used at younger ages, there are some people who are more pre- 
disposed to using substances. We know that. And the adolescent 
brain is more set up to take risks naturally, and so that combina- 
tion of being an adolescent and having a propensity for addiction 
sets up a course where you get involved with alcohol and mari- 
juana and then it exposes you to drug-using peers. Like I said, you 
begin to lose interest in other things, you get involved in prescrip- 
tion drugs and then you get a very, very highly addictive substance 
and that is what you are talking about when they don’t stand a 
chance. So if they have a propensity for addiction plus they are in 
this age of adolescence 

Mrs. Bono Mack. I have no Ph.D., but I beg to differ that if they 
have a predisposition to addiction, because I believe that every 
human being 

Ms. Arria. I stand corrected. 

Mrs. Bono Mack [continuing]. Has the potential to be addicted. 

Ms. Arria. One hundred percent of people have some propensity 
for addiction. 

Mrs. Bono Mack. I am sorry. Can you repeat that? 

Ms. Arria. One hundred percent of people are at risk for addic- 
tion if they are exposed to addictive substances. 

Mrs. Bono Mack. And then an adolescent then? 

Ms. Arria. An adolescent would be even more so because of their 
risk-taking behaviors. 

Mrs. Bono Mack. But risk-taking, a white pill to them is a lot 
less risky than meth? 

Ms. Arria. Well, what we find is that in terms of, we have done 
studies on perceived risk and the risk of medications falls in be- 
tween marijuana and cocaine, so they don’t see it as less risky than 
marijuana. They see taking prescription drugs medically or non- 
medically as more risky than marijuana but less risky than co- 
caine, so that is where it falls. 
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Mrs. Bono Mack. Briefly, let me just lead you to the answer that 
I want to hear on another question, pharm parties. It is my under- 
standing, is it not true, that kids now go to parties, throw hunches 
of pills into a bowl and grab whatever they can and swallow it to 
be risky? 

Ms. Arria. We have heard of that happening. We are not sure 
how often it happens. What we do know is that the variety of drugs 
used is much — there is much more variety of different drugs used 
on the same occasion than there were years ago. That is what we 
know now. 

Mrs. Bono Mack. Thank you. 

Mr. Harrison, how helpful now is the medical community? If you 
walk into a pharmacy, do you have the ability to tell your phar- 
macist I am a recovering addict, please don’t prescribe my drug of 
choice to me or help me if I do? Do you have that ability? Are they 
helpful to you now? 

Mr. Harrison. I went through a process of a second back surgery 
with a 12-month sobriety, and it was difficult for me to have them 
administer more intravenous drugs to me because I was going 
through recovery, but I haven’t yet attempted to gain any access 
since my recovery, so I haven’t attempted to talk to any doctors 
that I have dealt with in the past. Them knowing the severity of 
my injury, in the past, like I said, I had built a relationship with 
them and I see them from time to time in the community, and so 
access was real easy. But since my recovery, 30 months in recovery, 
and I haven’t yet attempted to go back. 

Mrs. Bono Mack. Well, congratulations on your 30 months. 

Mr. Bauer, are you finding a good avenue for your advocacy and 
making a difference out there? 

Mr. Bauer. Yes. 

Mrs. Bono Mack. Good answer. Nice, short and sweet. OK. I will 
yield to Mr. Butterfield for the next 5 minutes. 

Mr. Butterfield. Thank you very much. Madam Chairman. 

During one of the earlier panels — and I apologize for not being 
here. I forewarned the chairman that I had another commitment 
this morning and I could not resolve. But during one of the panels 
this morning, a lot of time was devoted to discussing monitoring 
programs. I believe databases are an important tool that should be 
in our toolbox, but we need to treat the non-medical use of pre- 
scription drugs with many different tools, with multiple tools and 
treat it as a public health issue, not just a law enforcement issue. 
For example, we need better education of patients and parents and 
friends and doctors and dentists and every person in society. 

Dr. Boyd, in your testimony you mentioned better labeling as one 
of those tools. Can you describe what you would envision to be on 
a label and would this be on all prescription drugs or just those 
that are the most risky if diverted? 

Ms. Boyd. Well, I am also a nurse and I would like to see better 
labeling on all medications, but let me direct my attention to the 
controlled medications that are more likely to be diverted and 
abused. I would recommend that we label them that it is unlawful 
to distribute them. Many, many of the kids that I interview do not 
know, and parents do not know, that mother of the girl going to 
homecoming, she didn’t know she was doing something illegal. 
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They should know it. It should be labeled on the bottom. There 
should also be directions on how to dispose of extra medicine that 
is left in the bottle so it is not sitting in the medicine cabinet. And 
finally, not only should they know where to dispose of it and that 
it is unlawful to distribute it but they should also know that it has 
addictive potential and abuse potential. Many medications I have 
gotten have been labeled more fully than the medications that are 
controlled. 

Mr. Butterfield. All right. Let me come to the other end of the 
table. Ms. Creedon, aside from labeling — and I like Dr. Boyd’s as- 
sessment of this — ^but aside from labeling, what can we do to in- 
crease public awareness of prescription drug abuse? We have got 
to become more proactive so other families do not have the tragedy 
that you have experienced. What can we do? 

Ms. Kathy Creedon. You know, that is a really good question. 
I don’t know the answer yet but I intend to hopefully be able to 
make a difference by this organization that I have started and our 
goal is to reach out, first of all, to students in high schools, middle 
school, college age, the parents, and I really would like to reach out 
to the medical community as well because that was a specific prob- 
lem in my son’s, well, that led up to his death. In these seven 
pages, I document it, if I could just take a minute, in the beginning 
where my daughter and I had a face-to-face meeting with the direc- 
tor of the medical facility where we said to him, Ryan has an addic- 
tion problem, and like I said, because of privacy laws, we were not 
able to speak about certain things, you know, because of breaking 
laws. But he did tell me that he would go and speak to the physi- 
cian that Ryan had an appointment with 2 days later. That con- 
versation apparently never took place, and I just feel that if he 
would have taken our conversation seriously coming from a family 
member of Ryan’s history of drug abuse, that could have stopped 
the other six pages of his hospitalizations and everything else that 
went on. So for me particularly, I feel that the medical community 
doesn’t take addiction seriously because maybe they are just not 
aware, you know, of what a few pills can do to somebody. In my 
son’s case, it led to his death. 

Mr. Butterfield. What about public service announcements on 
TV channels that are watched by young people? 

Ms. Kathy Creedon. That is one of the things that we hope to 
be able to do. 

Mr. Butterfield. MTV and BET and some of the other chan- 
nels. 

Ms. Kathy Creedon. Absolutely. There are some things already 
being done directly to young people on the Web sites and things 
that they listen to about the dangers of prescription drug abuse. 

Mr. Butterfield. We need to do it and we need to do it repet- 
itively. 

Ms. Kathy Creedon. Exactly. 

Mr. Butterfield. One thing we have learned in Congress, if you 
say something over and over and over again, people will listen and 
sometimes believe it. 

Ms. Kathy Creedon. And that is what I read in all the educator 
material that I have been researching lately is that it does have 
to be repetitive and so it would almost mean being present on a 
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high school property on a weekly basis just over and over telling 
them the dangers of the drugs before they go to a party on Friday 
night. 

Mr. Butterfield. Thank you. Thank you again. I yield back. 

Mrs. Bono Mack. All right. Thank you. We will do 5 more min- 
utes and then we will conclude the panel and move on to the next, 
unless you would like another five, I am certainly fine with it. 

Mr. Butterfield. We are going to have votes in about an hour. 

Mrs. Bono Mack. Dr. Boyd, back to you. Labeling — my under- 
standing through the years of my research on OxyContin that actu- 
ally the label is what turned kids on to the ability for the misuse. 
I think that labeling is not going to be the answer. I don’t know 
how old your son is, but I believe that it goes back to me to the 
DEA and the FDA and the supply chain and figuring out how this 
stuff is getting out there and why we are taking back hundreds of 
pounds of this stuff, whatever the astronomical number is. It has 
got to be beyond labeling. 

Let me just jump to Ms. Creedon again. Again, your testimony 
is terrific, but you spoke about the medical community, your frus- 
trations with them, but since Ryan’s death you have worked with 
the medical community and the doctors overseeing the HMO, and 
it is my understanding that they did learn a lot from you and that 
they have agreed to change their prescribing practice for such pow- 
erful painkillers. Is that true, and have you followed up on that, 
that you are able to actually educate in your community, your 
HMO, and get a change? 

Ms. Kathy Creedon. Yes, that is true, and I was very happy 
that they were receptive to hearing the information. I printed out 
a lot of information from the Internet and shared it with them, and 
in fact, the medical director told me that he took the information 
that I gave him and presented it in front of a staff meeting that 
they had, and they in fact after my meeting made a policy within 
their organization that covers approximately 3,000 physicians and 
over 300,000 members that those physicians could no longer pre- 
scribe OxyContin for the patients unless they had fourth-stage can- 
cer and they had tried everything else. So I feel that was a huge 
victory that the education that I gave them made that change, and 
I haven’t been able to follow up with the outcome. I intend to do 
that, but I don’t know right now if that is still happening. 

Mrs. Bono Mack. I congratulate you on that, and it goes to Ms. 
Rovero, in your testimony you say the same thing. You say that 
your son had never been treated for any of the conditions listed on 
the doctor’s record as the basis for her prescription for the powerful 
painkillers. Were you surprised by how easy it was for him to get 
access to those medications? 

Ms. Rovero. Not only surprised, I was shocked. I had never 
heard the term “pill mill.” I had not heard about dirty doctors. This 
last year has been a complete education for me. Shocked, abso- 
lutely shocked, and I have learned that that is the case throughout 
the country. I talk now to parents all over the place, California to 
Florida, and it is happening. There are so many unscrupulous doc- 
tors out there that are giving it out, they are in a pill mill kind 
of environment, but it is not just those doctors, it is also those that 
are really well meaning but they are not really well educated about 
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pain management treatment. I have been told, I don’t know if it 
is true for sure, but I have been told that doctors get less pain 
management training than veterinarians do, and that is horrifying 
to think about, but if it is true, my gosh. 

Mrs. Bono Mack. Would you agree with that statement. Dr. 
Boyd, Dr. Arria? Do you know about the level of training that phy- 
sicians do get before they can prescribe these things? 

Ms. Arria. I know it has gotten better but I know that I can 
speak to the addiction medicine side. They really are not given 
proper training at the graduate medical education level on addict- 
ive disease. 

Mrs. Bono Mack. Dr. Boyd? 

Ms. Boyd. I agree with that. It is just inadequate. 

Mrs. Bono Mack. Thank you. And I will just use my last minute. 
I think we agree with Ms. Creedon, Ms. Rovero, on trying to limit 
the scope on when it is prescribed. I think that is something we 
can push for in Washington. But I really just want to thank you 
all very much for your commitment, your advocacy to this, and I 
don’t know where it is going to go. I am frustrated last night in 
my research to see that there was a Senate hearing in 2002 that 
is very much like the one we are holding today. I think that is frus- 
trating, and I think we are failing. It is a tough time for budget 
cuts and we all have questions on how we spend our money, Wt 
we can do a better job and I think the American people want an 
effective government, and in this case, it is not being effective. 

So I look forward to working with each and every one of you, and 
if you had another five, I am willing to yield to the gentleman. If 
not, we will take a quick recess and seat the next panel. Thank you 
very much. 

[Recess.] 

Mrs. Bono Mack. First up will be Sean Clarkin, Executive Vice 
President of Partnership for a Drug-Free America. Also joining us 
is General Arthur Dean, Chairman and CEO of the Community 
Anti-Drug Coalitions of America. Then we will have Dr. Coster, 
Senior Vice President of the Generic Pharmaceutical Association. 
Our fourth panelist is Kendra Martello, Assistant General Counsel, 
Pharmaceutical Research and Manufacturers of America. Also tes- 
tifying, Michael Mayer, President of Frank Mayer and Associates. 
And our sixth witness is Patrick Coyne, Registered Nurse, testi- 
fying on behalf of the Oncology Nursing Society. 

Welcome, everyone. Thank you much for being here today. I 
think you know the drill, 5 minutes, green, yellow, red. In America, 
we generally know what that means. So just please make sure you 
press the microphone to turn it on, and Mr. Clarkin, you are recog- 
nized for 5 minutes. 
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COMMUNITY ANTI-DRUG COALITIONS OF AMERICA; JOHN M. 
COSTER, PH.D., R.PH., SENIOR VICE PRESIDENT, GOVERN- 
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KENDRA MARTELLO, ASSISTANT GENERAL COUNSEL, PHAR- 
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ICA; MICHAEL MAYER, PRESIDENT, MEDRETURN, LLC; AND 
PATRICK COYNE, R.N., M.S.N., CLINICAL DIRECTOR, THOMAS 
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VERSITY MEDICAL CENTER, ON BEHALF OF THE ONCOLOGY 
NURSING SOCIETY 

STATEMENT OF SEAN CLARKIN 

Mr. Clarkin. Good morning, Chairman Bono Mack, Ranking 
Member Butterfield, members of the subcommittee, thank you for 
inviting me to testify about the problem of prescription drug abuse 
and the diversion of prescription medicine. 

The abuse of prescription medications, legal substances of tre- 
mendous benefit if used appropriately, is the single most troubling 
phenomenon on today’s drug landscape. According to the 2010 
Partnership Attitude Tracking Study, the PATS study, one in four, 
25 percent of teens, report taking a prescription drug not pre- 
scribed for them by a doctor at least once in their lives and more 
than one in five teens, 23 percent, has used a prescription pain re- 
liever not prescribed for them by a doctor. 

Why have we as a Nation not been able to reduce this highly 
risky behavior? There are several reasons, many of which we have 
already heard today. The first is ready access. These substances 
are readily available to teens in their own medicine cabinets and 
the medicine cabinets of friends and family, and very often they are 
available for free. Nearly half, 47 percent, of teens in our PATS 
survey say that it is easy to get these drugs from parents’ medicine 
cabinets, and more than a third say it is available everywhere. 

Another reason is low perception of risk, the low perception of 
risk that is associated with abusing prescription drugs. Partnership 
research shows that less half of teens see great risk in trying pre- 
scription pain relievers such as Vicodin or OxyContin that a doctor 
did not prescribe for them. Low perception of risk coupled with 
easy availability is a recipe for an ongoing problem. 

The third reason that we have heard a lot about, especially from 
Dr. Boyd, is the motivation to abuse. We have traditionally thought 
of teens abusing illegal drugs and alcohol either to party or to self- 
medication for some serious problem or disorder, adolescent depres- 
sion, for example. But our research, like Dr. Boyd’s, shows that 
teens appear to be abusing these drugs in a utilitarian way, using 
stimulants to help them cram for a test or to lose weight, pain re- 
lievers to escape some of the pressure they feel to perform academi- 
cally, tranquilizers to wind down at the end of a stressful day. 
Once these substances have become integrated into teens’ lived and 
abused as study or relaxation aids, it may become increasingly dif- 
ficult to persuade teens that these are drugs are unnecessary or 
unsafe when taken without a prescription. 
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The fourth reason, and this is a particular focus of the partner- 
ships, is the lack of parental activism in prevention of this behav- 
ior. Parents who are usually our most valuable ally in preventing 
teen drug use find it hard to understand the scale and purposeful- 
ness with which many of today’s teens are abusing medications, 
and it is not immediately clear to these parents that the prime 
source of supply for abusable prescription drugs may well be their 
own medicine cabinet. Many parents themselves, moreover, are 
misusing or perhaps abusing prescription drugs without a prescrip- 
tion. In research that we did in 2007, 28 percent of parents said 
that they themselves had used a prescription drug without having 
a prescription for it, and 8 percent of those parents said that they 
had given their teenaged child a prescription drug that was not 
prescribed for them. 

Finally, the reason we have not been able to reduce teen abuse 
of prescription medications is that our efforts as a Nation have 
been inadequate, at least to date. There simply has not been suffi- 
cient public attention or resources dedicated to this threat. The 
backdrop to all of this is that the national drug prevention infra- 
structure has been eroding for the past years as the budget for the 
National Youth Anti-Drug Media Campaign has shrunk signifi- 
cantly, the Safe and Drug-Free Schools and Communities State 
Grant has been eliminated, and changes have been proposed to the 
state prevention and treatment block grant that could put preven- 
tion funding in jeopardy. With dwindling resources, it is impossible 
for government to be able to mount the kind of effort that is nec- 
essary. 

We know that if there is, when there is a well-funded effort to 
educate parents about the dangers of prescription drug abuse, we 
can increase awareness and we can make a difference. In the first 
half of 2008, the Office of National Drug Policy’s National Youth 
Anti-Drug Media Campaign devoted $14 million with which the 
media match was a $28 million effort to a parent-targeted cam- 
paign aimed at raising awareness about the risks of medicine 
abuse and motivating parents to take action. The campaign actu- 
ally in terms of parents’ perceptions of the problem and intent to 
take action was demonstrably successful. This shows that a major 
public education campaign can help to turn the tide on this en- 
trenched behavior. The media campaign’s funding is in jeopardy 
and may even be eliminated in the coming year, so we can’t as- 
sume that that campaign will be around to deliver this message. 
The private sector will need to help finance a campaign of the mag- 
nitude necessary to change the attitudes that underlie this behav- 
ior. 

While the partnership is grateful for the unrestricted support we 
have received from a number of pharmaceutical companies, if our 
Nation is going to reduce teen abuse of prescription medication, we 
need to step up efforts dramatically. We need a sustained, multi- 
year effort funded by the pharmaceutical industry, the generic drug 
manufacturers and other key stakeholders to first support a major 
independent paid media campaign alerting consumers to the risks 
of abusing medicine and the importance of safeguarding and safely 
disposing of medicine. This effort might including tagging the phar- 
maceutical industry’s large inventory of direct-to-consumer adver- 
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tising and pointing viewers towards an objective and comprehen- 
sive online prevention resource. Second, we need to educate and en- 
list prescribers, pharmacists and other health care professionals. 
Third, we need to educate policymakers so that we can promote 
policies that will help reduce both the supply of and the demand 
for prescription drugs of abuse. And finally, implement an evalua- 
tion tool that would measure and hold this program accountable. 

In conclusion, at the partnership we believe that the abuse of 
prescription medications, legal substances of great benefit when 
used properly, is the single most troubling phenomenon on today’s 
drug abuse landscape. We appreciate the time and the attention 
that the subcommittee is giving to raising awareness and looking 
for ways to reduce the abuse of prescription drugs in our country. 
The Partnership at Drugfree.org stands ready to work with the 
subcommittee on this and other substance abuse matters. Thank 
you very much. 

[The prepared statement of Mr. Clarkin follows:] 
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Summary of Testimony of Sean Clarkin, The Partnership at Drugfree.org 

The abuse of prescription medications - legal substances of tremendous benefit if used 
appropriately - is the single most troubling phenomenon on today's drug landscape. According to 
the 2010 Partnership Attitude Tracking Study sponsored by the MetLife Foundation, teen abuse of 
Rx medicines continues to be an area of major concern, with abuse rates holding steady over the 
past five years at levels that should be worrisome to parents. The data found one in four teens (25 
percent) reported taking a prescription drug not prescribed for them by a doctor at least once in their 
lives, and more than one in five teens (23 percent) used a prescription pain reliever not prescribed 
for them by a doctor. 

Why have we as a nation not been able to reduce this risky behavior? There are several reasons: 

The first is availability. These substances are readily available to teens - in their own medicine 
cabinets and the medicine cabinets of friends - and very often they are available for free. 

Another key factor is the relatively low perceived risk of abusing prescription drugs. 

Partnership research shows that less than half of teens see “great risk" in trying prescription pain 
relievers such as Vicodin or Oxycontin that a doctor did not prescribe for them. 

A third aspect is the set of reasons why young people are abusing prescription medications 

Research conducted by the Partnership in 2007 suggests a wider range of motivations for young 
people's abuse of prescription drugs, including an emerging set of “life management" or "regulation” 
objectives. 

Fourth is the fact that parents - who are usually our most valuable ally in preventing teen drug use 
- are generally III equipped to deal with teens' abuse of prescription drug use, a behavior that was 
probably not on their radar when they were teenagers. 

Finally, the reason why we have not yet been able to reduce teen abuse of prescription medications 
is that our efforts as a nation have been inadequate - at least to date. 

If our nation is going to reduce teen abuse of prescription medication we need to step up efforts 
dramatically. We need a sustained, multi-year effort funded by the pharmaceutical industry, the 
generic drug manufacturers and other key stakeholders to (1) support a major, independent paid 
media campaign alerting consumers to the risks of abusing medicine and the importance of 
safeguarding and safely disposing of medicine. This effort might include tagging the pharmaceutical 
industry's large inventory of direct-to-consumer advertising and pointing viewers towards an 
objective and comprehensive online prevention resource. (2) educate and enlist prescribers, 
pharmacists and other healthcare professionals about addiction and pain management; (3) 
coordinate outreach by employees of all the relevant stakeholder companies and other interested 
parties to increase awareness about Rx abuse and disposal at the local level; (4) educate 
policymakers at the local, state and federal level about this problem so that we can promote policies 
that will help reduce both the supply of and demand for prescription drugs to abuse, and (5) 
implement an evaluation tool that will measure and hold the program accountable. 
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Chairman Bono-Mack, Ranking Member Butterfield, Members of the Subcommittee, thank you 
for inviting me to testify about the problem about prescription drug abuse and the diversion of 
prescription medications. 

Overview 

The Partnership at Drugfree.org is a nonprofit organization that helps parents prevent, intervene 
in and find treatment for drug and alcohol abuse by their children. My testimony today will be 
focused on teens and young adults since that population is the focus of the Partnership's work. 

When the Partnership addresses prescription drug abuse, we also consider over-the-counter 
cough and cold remedies which some teens use to get high. The abuse of prescription 
medications and over-the-counter remedies are both examples of beneficial medications being 
used in risky, unhealthy ways. Because today's hearing is focused on the diversion of 
prescription drugs, I will restrict my remarks to the non-medical use of Rx medications. 

The abuse of prescription medications - legal substances of tremendous benefit if used 
appropriately - is the single most troubling phenomenon on today’s drug landscape. The 
misuse and intentional abuse of a diverse range of prescription medications has become a 
significant health threat and entrenched consumer behavior in American society. 

According to the 2010 Partnership Attitude Tracking Study - or “PATS” study - sponsored by 
the MetLife Foundation, teen abuse of Rx medicines continues to be an area of major concern, 
with abuse rates holding steady at levels that should be worrisome to parents. The data found 
one in four teens (25 percent) reported taking a prescription drug not prescribed for them by a 
doctor at least once in their lives, and more than one in five teens (23 percent) used a 
prescription pain reliever not prescribed for them by a doctor. 

Contributing Factors to Teen Prescription Drug Abuse 

Why have we as a nation not been able to reduce this risky behavior? There are several 
reasons: 

1, Access. These substances are readily available to teens - in their own medicine 
cabinets and the medicine cabinets of friends - and very often they are available for 
free. The Partnership’s data are similar to the findings of the National Survey on Drug 
Use and Health (NSDUH) which shows that over 70% of prescription drug abusers say 
that they got those drugs from family or friends. In addition, nearly half (47%) of teens 
in our PATS survey say that it is easy to get these drugs from parents medicine 
cabinets and more than a third (38%) say it is available everywhere.. 

That is why the Partnership worked with Abbott to create “Not in My House," a website 
to educate parents of teens about the need to monitor their medications, safeguard 
them and dispose of them properly when no longer needed. 

It is also why we strongly supported the Drug Enforcement Administration’s first 
prescription drug “Take Back” day last fall ~ where they collected 121 tons of pills from 
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4,000 locations in 50 states - and why we are supporting their next “Take Back” day on 
April 30. If we are able to get people to properly dispose of unneeded medications, we 
can make a significant dent in the supply of prescription medications that are being 
abused. 

The proliferation of “pill mills” in certain areas of the country - where, for a price, 
individuals are able to obtain prescriptions for controlled substances without legitimate 
medical need - is a growing concern. Closing pill mills, having interoperable prescription 
monitoring programs to curtail doctor shopping, and educating prescribers about both 
addiction and pain management would likely go a long way towards reducing the supply 
of these medications in America's medicine cabinets. 

2. Perception of Risk. Teens’ perception of the risks associated with abusing 
prescription drugs is relatively low. Partnership research shows that less than half of 
teens see “great risk" in trying prescription pain relievers such as Vicodin or Oxycontin 
that a doctor did not prescribe for them. The University of Michigan’s “Monitoring the 
Future" survey data going back over thirty years demonstrates that teens’ perception of 
the risk associated with any substance of abuse, along with perceptions of “social 
disapproval,” correlates significantly with actual teen abuse of that substance. Low 
perception of risk, coupled with easy availability, is a recipe for an ongoing problem. 

3. Motivations. Research conducted by the Partnership in 2007, with support from 
Abbott, cast new light on the motivations of teens to abuse prescription drugs. We have 
traditionally thought of teens abusing illegal drugs and alcohol either to “party”, or to 
“self-medicate” for some serious problem or disorder: adolescent depression, for 
example. 

But our 2007 research, like the research done among college students by Carol Boyd 
and Sean McCabe at the University of Michigan, suggests a wider range of motivations 
for young people’s abuse of prescription drugs, including an emerging set of “life 
management” or “regulation” objectives. Teens appear to be abusing these drugs in a 
utilitarian way, using stimulants to help them cram for a test or lose weight, pain 
relievers to escape some of the pressure they feel to perform academically and socially, 
tranquilizers to wind down at the end of a stressful day. Once these substances have 
been integrated into teens’ lives and abused as study or relaxation aids, it may become 
increasingly difficult to persuade teens that these drugs are unnecessary or unsafe 
when taken without a prescription. 

This research also showed that prescription drug abuse is not a “substitute" behavior. 
That is to say, teens generally do not use prescription medication to get high instead of 
taking another substance. What we have found is that prescription drugs may act as a 
kind of “bridge” between the use of alcohol and marijuana, which many teens see as 
relatively benign substances, and harder “scarier" drugs such as cocaine. 
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4. Parents. Parents - who are usually our most valuable ally in preventing teen drug use 
- are generally ill equipped to deal with teens’ abuse of prescription drug use, a 
behavior that was probably not on their radar when they were teenagers. They find it 
hard to understand the scale and purposefulness with which today’s teens are abusing 
medications, and it's not immediately clear to them that the prime source of supply for 
abusable prescription drugs is likely to be their own medicine cabinet. Further, many 
parents themselves are misusing, or perhaps abusing, prescription drugs without 
having a prescription. In our study with Abbott. 28% of parents said they had used a 
prescription drug without having a prescription for it, and 8% of parents said they had 
given their teenaged child an Rx drug that was not prescribed for the teen. Our recent 
PATS study revealed that 22% of parents said there were situations where it would be 
OK for a parent to give a teen a prescription drug not prescribed for him or her. 

Our 2010 PATS study also showed that teens continue to report that their parents do 
not talk to them about the risks of prescription drugs at the same levels of other 
substances of abuse. Fewer than one in four teens reported that a parent had 
discussed the risks of taking a prescription pain reliever (23%) or any prescription drug 
(22%) without a doctor’s prescription. Contrast that to the relatively high number of 
teens who say their parents have discussed the risks of alcohol (81%) and marijuana 
(77%). 

Much more work needs to be done to motivate parents to discuss the risks of 
prescription drug abuse with their teens. Partnership research through the years has 
demonstrated that kids who learn a lot at home about the risks of abusing drugs are half 
as likely to use. Encouraging these conversations and ongoing parental monitoring is 
key to reducing teen Rx abuse, 

5. Need to Do More. Finally, the reason why we have not yet been able to reduce teen 
abuse of prescription medications is that our efforts as a nation have been inadequate, 
at least to date. There has simply not been sufficient public attention or resources 
devoted to this threat. 

The backdrop to all of this is that the national drug prevention infrastructure has been 
eroding for the past few years as the budget for the National Youth Anti-Drug Media 
Campaign has shrunk significantly, the Safe and Drug Free Schools and Communities 
State Grant program has been eliminated, and changes have been proposed to the state 
prevention and treatment block grant that could put prevention funding in jeopardy. With 
dwindling resources, it is impossible for government alone to mount the kind of effort that 
is needed to turn the tide on this problem. 

Director Kerlikowske, Administrator Leonhart, Commissioner Hamburg, Director Volkow 
and others have done an excellent job of calling attention to this problem, both within 
government and among the public. Director Kerlikowske identified Rx abuse as one of 
his top three priorities and he has been working with all of the national drug control 
agencies to develop a targeted strategy to address the problem; the DEA prescription 
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drug “Take Back” days have begun the essential task of educating the public that old 
unneeded medication must not remain in the medicine cabinet; the FDA is putting the 
spotlight on this issue as part of the Safe Use Initiative; and NIDA is engaged in targeted 
research, education and outreach that will be critical to curbing this behavior. The 
Community Anti-Drug Coalitions of America and the Treatment Research Institute are 
also doing important work in this area and should be commended for their efforts. 

We know that when there is a well-funded effort to educate parents about the dangers of 
Rx abuse, we can increase awareness. In the first half of 2008 ONDCP's National 
Youth Anti-Drug Media Campaign devoted $14 million (a $28 million value with the 
media match) to a parent-targeted campaign aimed at raising awareness about the risks 
of Rx abuse and motivating parents to take action. The campaign, which ran from 
February to July 2008. yielded significant and impressive results; parent perceptions 
about the prevalence of teen Rx abuse increased 10 percent and belief that it is a 
serious problem among teens jumped 17 percent. The likelihood that parents would 
take action also changed significantly: the number of parents who said that they would 
safeguard drugs at home increased 13%; monitor prescription medications and control 
access increased 12%; properly dispose of medications went up by 9%; and set clear 
rules about all drugs, including not sharing medications was up by 6%, 

This shows that a major public education campaign can help to turn the tide on this 
entrenched behavior. The ONDCP Media Campaign's funding is in jeopardy and may 
even be eliminated in the coming year so we cannot assume that it will be able to help 
deliver this message. The private sector - pharmaceutical companies, generic drug 
manufacturers, wholesalers, distributors, retailers, etc- will need to help finance a 
campaign of the magnitude necessary to change the attitudes that underlie the behavior 
of nonrnedical use of prescription medicine, 

A number of individual pharmaceutical companies have stepped forward to work with the 
Partnership and other national organizations, Purdue Pharma funded some of our initial 
research to get our arms around this problem in 2004, They have also helped to fund a 
number of the parent intervention and treatment resources at drugfree.org as well as 
some of our community education efforts. Abbott underwrote the in-depth consumer 
research conducted in 2007 to assess the attitudes and beliefs underlying the behavior 
of prescription drug abuse. We also worked with them to create “Not In My House,” a 
website designed to educate parents of teens to monitor their medications, secure them 
properly and properly dispose of them when no longer needed. 

While we are grateful for the efforts of our partner companies, if our nation is going to reduce 
teen abuse of prescription medication we need to step up efforts dramatically. We need a 
sustained, multi-year effort funded by the pharmaceutical industry, the generic drug 
manufacturers and other key stakeholders to: 

(1) support a major, independent paid media campaign alerting consumers to the risks of 
abusing medicine and the importance of safeguarding and safely disposing of medicine. 

This effort might include tagging the pharmaceutical industry's large inventory of direct-to- 
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consumer advertising and pointing viewers towards an objective and comprehensive online 
prevention resource; 

(2) educate and enlist prescribers, pharmacists and other healthcare professionals about 
addiction and pain management; 

(3) coordinate outreach by employees of all the relevant stakeholder companies and other 
interested parties to increase awareness about Rx abuse and disposal at the local level; 

(4) educate policymakers at the local, state and federal level about this problem so that we can 
promote policies that will help reduce both the supply of and demand for prescription drugs 
to abuse; and 

(5) implement an evaluation tool that will measure and hold the program accountable. 
Conclusion 

We believe that the abuse of prescription medications - legal substances of great benefit when 
used properly - is the single most troubling phenomenon on today’s drug abuse landscape. We 
remain committed to a long-term effort to educate the public on the risks of intentional medicine 
abuse and to reducing the level of abuse in society. We have laid important groundwork in this 
area but feel that there needs to be a major paid media and public relations campaign over the 
next five years in order to change the relevant attitudes and behavior of not only teens but also 
parents, policy makers, and prescribers. This effort must be focused not only on raising 
awareness about the risks of taking medications without a doctor’s prescription but it must also 
be a call to action to all adults to take responsibility for what is in their medicine cabinets and 
dispose of unneeded prescriptions in a timely manner. 

This education campaign needs to be accompanied by coordinated community education efforts 
and public policy changes. And, of course, it should be rigorously evaluated. 

The misuse and intentional abuse of a diverse range of prescription medications has become a 
significant health threat and entrenched consumer behavior in American society. 

We appreciate the time and attention that the Subcommittee is giving to raising awareness and 
looking for ways to reduce the abuse of prescription drugs in our country. The Partnership at 
Drugfree.org stands ready to work with the Subcommittee on this and other substance abuse 
matters. 
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About The Partnership at Drugfree.org 


The Partnership at Drugfree org is a nonprofit organization that helps parents prevent, intervene 
in and find treatment for drug and alcohol use by their children. 

By bringing together renowned scientists, parent experts and communications professionals, we 
not only translate current research on teen behavior, addiction and treatment into easy to 
understand, actionable resources at drugfree.org, but we offer hope and help to the parents of 
the 1 1 million teens and young adults who need help with drugs and aicohol. 

Our website allows parents to connect with each other, tap into expert advice and find support in 
their role as hero to their kids. 

And, across the nation via our community education programs, we have trained more than 
1,500 professionals who are working daily with local leaders, concerned citizens, parents and 
teens — in neighborhoods, schools, civic organizations, community centers and churches — to 
deliver research-based programs designed to help communities prevent teen drug and alcohol 
abuse. 
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Mrs. Bono Mack. Thank you, Mr. Clarkin. 

General Dean, you are recognized for your 5 minutes. 

STATEMENT OF ARTHUR T. DEAN 

Mr. Dean. Chairman Bono Mack, Ranking Member Butterfield 
and other distinguished members of the subcommittee, thank you 
for the opportunity to testify today on behalf of Community Anti- 
Drug Coalitions of America, CADCA, and our more than 5,000 com- 
munity coalitions nationwide. I am pleased to provide you with 
CADCA’s perspective on the complex problem of prescription drug 
abuse. 

CADCA has been on the front lines addressing prescription drug 
abuse for nearly 10 years. We have hosted town hall meetings, de- 
veloped publications and toolkits for coalitions, and produced tele- 
vision programs on this subject. In 2009, we were fortunate enough 
to conduct a rally with over 1,000 community leaders on Capitol 
Hill to raise the awareness of over-the-counter as well as Rx abuse. 
CADCA recognizes that the misuse and abuse of prescription drugs 
is a multidimensional problem that demands comprehensive, co- 
ordinated solutions at all levels, local. State and national. Popu- 
lation-level changes in substance abuse including prescription drug 
abuse can be achieved by a comprehensive, data-driven approach. 
This approach mobilizes key community sectors that work together 
to educate, reduce access and availability, and change perceptions 
as well as social norms. Where this infrastructure is in place, com- 
munities have successfully prevented and pushed back against a 
variety of drug problems such as marijuana, methamphetamines, 
K2 and the misuse and abuse of prescription drugs. 

The Drug-Free Community, DFC program is the best example of 
a comprehensive community-wide approach being taken to scale 
nationwide. Since 1998, the DFC program has been a central bipar- 
tisan component of our Nation’s drug reduction strategy. A recent 
evaluation of the program found that youth drug, alcohol and to- 
bacco use are significantly lower in DFC-funded communities than 
in communities without a DFC coalition. 

CADCA trains DFC grantees and other community anti-drug 
coalitions to execute seven evidence-based strategies to effect com- 
munity change for drug use. Coalitions across the country are im- 
plementing these strategies, and these strategies range from rais- 
ing awareness to changing policies, and they are achieving measur- 
able results and reducing local prescription drug abuse rates. 

In the interest of time, I would like to share just one example 
from Caribou, Maine. The Aroostook coalition used a multisector 
approach to identify prescription drug problems and to craft a stra- 
tegic action plan to address them. The coalition did the following: 
one, they implemented a comprehensive social marketing cam- 
paign; two, they provided training to health care providers about 
proper prescribing; three, promoted and funded a prescription drug 
take-back program; and four, created a monthly mailer for health 
care providers that lists individuals charged with prescription 
drug-related crimes in their communities. As a result of this data- 
driven multisector approach, the coalition achieved significant out- 
comes. Through the coalition’s effort, the county has Maine’s lowest 
rate of past 30-day prescription drug use among high school stu- 
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dents. Similar coalition examples are highlighted in my testimony, 
and I would invite those to your attention. 

CADCA’s primary message today to this committee is that com- 
munity coalitions are evidence-based and effective and should be 
utilized as a major component of any prescription drug prevention 
strategy. We recommend that the coalition model be implemented 
in concert with a number of other key approaches. For example, 
CADCA supports the expansion of effective prescription drug moni- 
toring programs to ensure adequate coverage in every State. The 
data from these programs can also help identify hot spots and ap- 
propriately direct the attention to other resources. We need en- 
hanced education opportunities for training for medical and dental 
professions. We also need increased awareness and education about 
the danger, proper storage and disposal of drugs. We support en- 
hanced opportunities to make prescription take-back programs rou- 
tinely available. We strongly support increased law enforcement to 
remedy such things as pill mills. Our nation needs to embrace and 
enhance all these strategies. We need to expand the number of 
DFC-fnnded communities. And finally, we need to increase training 
at the local level so that more communities can effectively address 
this major public health and safety threat. 

I thank you for the opportunity to testify before you today and 
applaud you for your great work. Thank you. 

[The prepared statement of Mr. Dean follows:] 
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CADCA Summary Statement for Hearing Entitled: “Warning: The Growing Danger of 
Prescription Drug Diversion” 

The misuse and abuse of prescription drugs is a major problem that impacts individuals, 
families, schools and communities throughout the country. It is a problem that demands a 
comprehensive multi-faceted approach at all levels, federal, state and community. Community anti- 
drug coalitions and DFC grantees should be an essential component of any prescription drug abuse 
diversion strategy because they are data driven, know their community epidemiology and are capable 
of understanding the multi-sector interventions required to reduce the availability and use of 
prescription drugs at the local level. The Office of National Drug Control Policy considers the DFC 
program critical in driving down prescription drug use rates. Community coalitions can quickly 
identify and combat drug issues such as the misuse and abuse of prescription drugs before they attain 
crisis proportions because they implement effective, data driven strategies at the local level. 
Community coalitions can and should be used as a major component of any strategy that is developed 
to address prescription drug abuse and diversion. 

In addition, there is a great need for: (I) expansion of effective PDMP programs to ensure 
adequate coverage in every state, with both the enhanced abilities to begin to function with 
interoperability among states, as well as be a source of de-identified, aggregate data for use in 
identifying hot spots and areas that need enhanced prevention, treatment and enforcement emphasis 
and resources; (2) enhanced education and training of medical and dental professionals in proper 
prescribing protocols for prescription drugs with the potential for abuse and diversion; (3) enhanced 
opportunities to raise the general public’s awareness about the dangers of prescription drug abuse as 
well as the proper ways to store and dispose of them; (4) enhanced opportunities for prescription take 
back and other large scale disposal programs to be more routinely available in states and communities; 
(5) enhanced law enforcement and legal remedies to close down “pill mills” and other venues that 
allow for the easy, and questionable access and availability of prescription drugs with a great potential 
for abuse and diversion; and (6) expansion of the number of DFC funded communities, as well as 
enhanced training opportunities for more communities across the country to be organized to identify 
their local drug issues and implement comprehensive, data driven strategies to effectively address 
their local prescription and other drug abuse problems. 
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“Warning: The Growing Danger of Prescription Drug Diversion” 
Committee on Energy and Commerce 
Subcommittee on Commerce, Manufacturing, and Trade 
W'ritten Testimony of General Arthur T. Dean 
Major General, U.S. Army, Retired 
Chairman and CEO 

Community Anti-Drug Coalitions of America 
625 Slaters Lane, Suite 300 
Alexandria, VA 22314 


Chairwoman Bono Mack, Ranking Member Butterfield and other distinguished 
members of the Subcommittee on Commerce, Manufacturing and Trade, thank you for 
the opportunity to testify before you today on behalf of Community Anti-Drug Coalitions 
of America (CADCA) and our more than 5.000 coalition members nationwide. 1 am 
pleased to provide you with CADCA’s perspective on the growing danger of prescription 
drug diversion and critical role that drug prevention plays in mitigating this danger. 

Having served in the military for 3 1 years and as the Chairman and CEO of 
CADCA for nearly 13 years, 1 have come to recognize the critically important role of 
prevention as the first line of defense in protecting individuals, families and communities 
from the devastating impact of drug abuse. 

Prescription drug abuse, as most of us in this room are well aware, is a major 
national problem that affects communities throughout the country. The 2009 National 
Survey on Drug Use and Health found that the percentage of Americans reporting 
nonmedical pain reliever use in the past year, as well as in the past month, has increased 
among every age group during the last year; 12 to 17; 18 to 25; and 26 and older.' 
According to the most recent (2010) national Monitoring the Future (MTF) Survey, 

' Substance Abuse and Mental Health Services Administration. (2010). Results from the 2009 
National Survey on Drug Use and Health: Volume I. Summary of National Findings (Office of 
Applied Studies, NSDUH Series H-38A, HHS Publication No. SMA iO-4586Findings). 

Rockville, MD. Available: http://oas.samhsa.gov/nsduhLatest.htin 
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prescription drugs account for 8 of the top 14 most frequently abused drugs by our 
nation’s youth.^ Also according to MTF, 59.1 percent of 12* graders abusing prescription 
drugs receive them from a friend or relative. This is followed by 37.8 percent who bought 
them from a friend or relative; 32.5 percent who obtained them from a prescription; 19.5 
percent who bought them from a dealer/stranger; 1 8.8 percent who took from a friend or 
relative; 1 1 percent who obtained them from some other source; and 1.1 percent from the 
internet. 

The fact that so many youth are obtaining these prescription drugs from friends 
and relatives indicates that the general public needs to be better educated about: 1) the 
dangers of prescription drug abuse; 2) the need to safely store prescription drugs (to keep 
them away from youth or others who do not have a prescription); and 3) the proper way 
to dispose of unused/expired prescription drugs. There is also a need to ensure that 
doctors, dentists and other legal prescribers are better educated, both in terms of proper 
prescribing protocols and signs and symptoms of abuse among their patients. 

CADCA’s Involvement in Prescription Drug Abuse Prevention 

CADCA has been on the front lines addressing prescription drug abuse for nearly 
10 years. It has undertaken a number of initiatives at the national level, ranging from 
hosting town hall meetings across the country to raise awareness of the problem, to 
developing tools to help coalitions prevent and reduce prescription drug abuse in their 
communities. 


’ Johnston, L, D., O'Malley, P. M., Bachman, J. G., & Schulenberg, J. E. (December 14, 2010). "Marijuana 
u.se is rising; ecstasy use is beginning to rise; and alcohol use is declining among U.S. teens," University of 
Michigan News Service: .'Vnn Arbor, Mi. Available: http://www.monitoringthefuture.org 
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Since 2001, CADCA has engaged in ongoing educational and communications 
efforts around prescription drug abuse. It has developed a number of publications, 
including but not limited to: Strategizer 38: Prescription Drug Abuse Prevention ~ Where 
Do We Go From Here?; Strategizer 52: Teen Prescription Drug Abuse: An Emerging 
Threat; several Prescription Drug Abuse Prevention Toolkits; and a newspaper 
supplement to educate parents and youth about the dangers of drug use. The goal of these 
publications is to provide community anti-drug coalitions and others at the community 
level, with the relevant science and research on prescription drug abuse in a format and 
manner that enhances their ability to understand and implement effective prevention 
strategies. CADCA also has hosted five CADCA TV shows on prescription and over the 
counter medicine abuse to raise awareness at the national level. 

In addition to these efforts, CADCA has provided testimony in support of 
SMART Rx, an effort led by the U.S. Fish and Wildlife Service, to educate the public on 
the proper disposal for prescription medications; supported Dispose My Meds, a program 
of the bJational Community Pharmacists Association; and raised public awareness 
through a series of presentations - both at CADCA Forums and in other venues, such as 
the Maine Pharmaceutical Symposium. CADCA has encouraged the United States 
Congress to make substance abu.se prevention, and particularly the misuse and abuse of 
prescription drugs a major priority. In fact, in 2009 the theme of CADCA’s Capitol Hill 
Day at its National Leadership Forum was Prescription for Prevention and coalition 
leaders from across the country attended a rally on Capitol Hill to raise awareness about 
this issue. 
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CADCA recognizes that the misuse and abuse of prescription drugs is a multi- 
dimensional problem that demands comprehensive, coordinated solutions.^ We know 
from research and practice that effective prevention is not a “one size fits all” proposition 
and that there are no silver bullets to address these issues - “As the field of prevention has 
matured, it has been recognized that any single strategy is unlikely to succeed and a 
reinforcing set of strategies has the greatest potential to reduce use”.*' Successful 
prevention hinges on the extent to which schools, parents, law enforcement, business, the 
faith community, and other community groups work comprehensively and collaboratively 
through data-driven, community-wide efforts to implement a full array of education, 
prevention, enforcement and treatment initiatives. A comprehensive, data driven 
approach that appropriately mobilizes each of the key sectors and actors who have a role 
in reducing access to and availability of prescription drugs as well as changing social 
norms about the harm that misuse and abuse of these substances can cause is critical. In 
the case of prescription drug abuse this would include parents, caregivers, grandparents, 
doctors, pharmacists, dentists, school personnel, law enforcement, the media, the faith 
community and others. 

Population level changes in substance use, including prescription drug abuse, 
cannot be achieved absent an infrastructure to effectively assess, prevent, treat and 
provide recovery support to the affected individuals and communities. In instances where 

^ Bronfenbrenner, U. (1979). The ecology of human development: Experiments by nature and design. 
Cambridge, MA; Harvard University Press. Fawcett, S. B., Francisco, V. T. & Schultz, J. A. (2004). 
Understanding and improving the work of community health and development. In J. Burgos & E. Ribes 
(Eds.), Theory, basic and applied research, and technical applications in behavior science, (pp. 209-242). 
Guadalajara, Mexico: Universidad de Guadalajara. 

^ Johnson, K.., Holder, H., Ogilvie, K., Collins, D„ Ogilvie, D., Saylor, B, Saltz, B. (2007). A community 
prevention intervention to reduce youth from inhaling and ingesting harmful legal products. Journal of 
Drug Education, 37(3), 229. 
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this infrastructure has been in place, communities have successfully prevented and 
pushed back against entrenched and emerging drug issues, such as marijuana, 
methamphetamine, K2 and the misuse and abuse of prescription drugs. 

This infrastructure both defines and supports the roles, responsibilities, 
community sectors/partners and capacity needed to bolster community based prevention 
efforts. It focuses on building and strengthening the infrastructure and capacity for data- 
driven decision making and identifying, implementing and evaluating effective substance 
abuse prevention strategies, programs, policies and activities. 

The strength of this comprehensive community wide approach is that it not only 
identifies a community’s issues, problems and gaps, but also its assets and resources. This 
allows a community to plan, implement and evaluate its efforts across ail community 
sectors in all relevant settings for individuals, families, schools, workplaces and the 
community at large. 

Seven Strategies to Affect Community Change 

CADCA trains community anti-drug coalitions throughout the country in 
effective community problem-solving strategies so that they are able to use local data to 
a.ssess their specific substance use and abuse-related issues and problems and develop 
comprehensive, data driven, multi-sector strategies to address them. CADCA trains 
community anti-drug coalitions on how to collect and analyze local data. Specifically, we 
teach coalitions to systematically engage in the following evidence-based processes: 1) 
assess their prevention needs based on epidemiological data’; 2) build their prevention 


’ Butterfoss, F.D. (2007). Coalitions and partnerships for community health. San Francisco, CA: Jossey- 
Bass. 
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capacity*; 3) develop a strategic plan’; 4) implement effeetive community prevention 
programs, policies and practices*; and 5) evaluate their efforts for outcomes.’ 

When coalitions get to the implementation phase of the process, CADCA trains them 
on how to execute seven strategies to affect community change for drug use, generally, 
and for prescription drug abuse specifically. These seven strategies have been developed 
by researchers to categorize interventions.'** Based on what their local data and conditions 
and indicate, coalitions implement mutually reinforcing combinations of these seven 
strategics, which include: 

• Providing information - this strategy involves raising awareness within the 
community-at-large - to include youth, parents, police officers, healthcare 
providers and educators to name a few - with educational presentations, 
workshops or seminars and data or media presentations. The goal is to increase 
the knowledge base of the community and raise general awareness around 
prescription drug abuse. Many coalitions execute this strategy by implementing 
local media campaigns. For example, in Rhode Island, the Woonsocket 


‘ Ibid. 

^ Conie-Aker.s VL, Fawcett SB, Schultz JA, Carson V, Cyprus J, Picric JE. (July 2007). Analyzing a 
community-based coalition’s efforts to reduce health disparities and the risk for chronic disease in Kansas 
City, Missouri. Prevetning Chronic Disease [serial online]. 2007 Jul. Available from 
ht!n://\vww.cdc.gov/pcd/issiies/2007/iul,/06 0101 -him . Hays, C.E., Hays, S.P., DeVilie, J.O., & Mulhall, 
P.F. (2000). Capacity for effectiveness: The relationship between coalition structure and community 
impact. F.valualwn and Program Planning, 23, 373-379. 

® Foster-Fishrnan, P.G., Berkowitz, S.L., Lounsbur>% D.W., Jacobson, S., & Allen, N.A. (2001). Building 
collaborative capacity in community coalitions: A review and integrative framework. American Journal of 
Community Psychology, 29(2), 24 1 -26 i . 

^ KU Work Group for Community Health and Development, (2007). Use Promising Approaches: 
Implementing Best Processes for Community Change and Improvement. Lawrence, KS: University of 
Kansas. Retrieved November 12, 2008, from the World Wide Web: 

htt 0 :,//ctb.ku.edu/en/Dromisingapproach/ . Roussos, S.T. & Fawcett, S.B. (2000). A review of collaborative 
partnerships as a strategy for improving community health. Annual Review of Public Health, 21, 369-402. 

Paine-Andrews, A., Fisher, J., Berkely-Patton, J., Fawcett, S.B., Williams, E., Lewis, R., Harris, K. 
(2002). Analyzing the Contribution of Community Change to Population Health Outcomes in an 
Adolescent Pregnancy Prevention Initiative. Health Education & Behavior, 29(2). 1 83-193. 


6 



195 


Prevention Coalition implemented the “Free and Easy to Find Drugs Are Not 

Only Available on the Streets” and “Kids Don’t Need a Drug Dealer to Get 
High... Safeguard Your Prescriptions, Safeguard Your Teen” media campaigns to 
raise widespread awareness about the dangers of prescription drug abuse in their 
communities. Similarly, the Carter County Drug Task Force in Ashland, 

Kentucky distributed 35, 000 Push Cards on “Preventing Abuse of Prescription 
and Over-the-Counter Medications" and 35,000 Push cards distributed on 
“Guidelines for Proper Disposal of Prescription Drugs Coalitions often launch 
these types of campaigns during National Medicine Abuse Awareness Month, 
held every October. 

■ Enhancing skills - this strategy provides workshops, seminars or other activities 
that are designed to increase the skills of those who can prevent, identify and treat 
prescription drug abuse - including healthcare and dental providers, pharmacists, 
parents and adult care givers, educators, law enforcement, businesses and youth. 
In order to implement this strategy, the Saratoga Partnership for Prevention in 
Saratoga Springs, New York held a Youth Summit to educate their local youth 
about prescription drug abuse, while NCADD of Middlesex County has delivered 
several community education presentations to enhance the skills of community 
members who can prevent and identify prescription drug abuse, such as law 
enforcement, youth, parents and the medical community . 

■ Providing Support - this strategy provides reinforcement and encouragement for 
participation in activities that prevent prescription drug abuse and is designed to 
stop prescription drug abuse before it ever starts. The Shelby County Drug Free 
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Coalition in Saginaw, Alabama implemented this strategy by partnering with local 
pharmacies to distribute prescription drug warnings to raise awareness about the 
dangers of abuse. 

• Enhancing or reducing access and barriers — this strategy utilizes the systems and 
services that reduce illegal access to prescription medications while protecting 
access for those who legitimately need medications to relieve pain. It targets 
healthcare providers, pharmacists, law enforcement officials, educators and public 
health officials and encourages entire communities to take action. The Delaware 
Coordinating Council to Prevent Alcohol and Other Drug Abuse in Muncie, 
Indiana reduced barriers to proper medicine disposal by partnering with the 
Delaware County TRIAD program, a community based organization sponsored 
by the Delaware County Sheriffs office, which provides proper disposal of 
unused and expired medication. 

• Changing consequences - this strategy focuses on increasing or decreasing the 
probability of a specific behavior by changing the consequences (e.g., increasing 
public recognition for deserved behavior, individual and business rewards, taxes, 
citations, fines, revocations and loss of privileges). The Sylvania Community 
Action Team (S.C.A.T.) in Pennsylvania partnered with its local schools to 
implement clear and strict policies related to the possession of illegal and 
prescription drugs on school grounds to help decrease the misuse and abuse of 
prescription drugs among youth. 

■ Changing physical design - this strategy focuses on safeguarding prescription 
medicines to ensure that they will not be misused and abused, and targets 


8 



197 


everyone in the community. It involves changing the physical design or structure 
of the environment to reduce access and availability. The Cherokee Nation in 
Oklahoma implemented this strategy by installing a permanent medicine drop off 
box in the lobby of their police station and by working with local homebuilders to 
ensure that the installation of one locking medicine cabinet is standard in every 
new home they build. The installation of these locking cabinets is free of charge 
to the homeowner as the coalition partnered with Muskogee CAN to purchase the 
locks. 

■ Modifying and changing policies - this strategy is aimed at changing policies, 
laws and procedures to prevent current and future prescription drug abuse. The 
target audience includes lawmakers, state and local public officials, employers 
and others involved in setting rules and regulations. In carrying out this strategy, 
coalitions often support the passage and utilization of prescription drug 
monitoring programs, drug take-back and disposal legislation, statutes that 
support increased penalties against doctors who practice unscrupulous prescribing 
procedures, those who participate in doctor shopping, etc. For example, the 
Metropolitan Drug Commission in Knoxville, Tennessee submitted an application 
through the State of Tennessee for a planning grant to develop a statewide 
prescription drug task force to assist in the early detection, intervention and 
prevention of prescription drug abuse and addiction, the education of both the 
health care community and the public, and to assist law enforcement with access 
to the developing state Prescription Drug Program created through the Controlled 
Substance Monitoring Act of 2002. 
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Relevant Local Data Is Critical 

Prescription drug abuse can manifest itself differently depending on the 
community. Access and availability are two local conditions that can vary from locality 
to locality. For example, in one community, youth may primarily obtain prescription 
drugs from family members without their knowledge; in another community, the source 
may be peers; and in yet another, it could be access to “black markef’ distribution 
channels. It is for this reason that the collection and availability of local data is a critical 
component of effective local prevention efforts.'' Sound data collection systems (such as 
student surveys) that allow communities to collect local data about the nature and extent 
of the prescription drug problem are a necessary component of comprehensive 
community level approaches to preventing substance abuse. It is the availability and 
analysis of local data that allows communities to specifically tailor their efforts and local 
resources to documented, actionable local conditions. 

Another important source of prescription drug related data is available from 
statewide Prescription Drug Monitoring Programs (PDMPs). Currently, 35 stales have 
PDMPs, and an additional nine states are working to implement recently enacted PDMP 
laws.'^ De-identified, aggregate data from these PDMPs could be a valuable data source 
for community coalitions to get timely information to help determine where prescription 
drug problems exist, what the trends and patterns of abuse are, and where to best target 
resources to address these problems. 


" Shorten, S.M,, Zukoski, A.P„ Alexander, J..A.. Bazzoli, G.J., Conrad, J.A., Husnain-Wynia, R., Sofaer, 
S., Chan, B.Y., Casey, E., & Margolin, F.S. (2002). Evaluating partnerships for community health 
improvement: Tracking the footprints. Journal of Health Politics, Policy and Law, 27(1), p. 49-92. 

National Alliance for Model State Drug Laws. (201 1) Status of State Prescription Drug Monitoring 
Programs. Available: http://wwvv.naiTisdl.org/documents/StatusofS tates-VlS- 1 1 .pdf 
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Local data is also a critical tool for identifying the specific factors that influence 
the decision of youth to misuse and abuse prescription drugs. Among the strongest 
indicators of whether or not youth will use/abuse a particular drug is their perceptions of 
its danger or harmfulness. Research demonstrates that illegal drug use among youth 
declines as the perception of risk increases'^ (see Attachment 1). According to the 
National ln.stitute on Drug Abu.se (NIDA), because prescription drugs are pre.scribed by a 
doctor, youth often have the misperception that these drugs are safer to abuse than “street 
drugs”. 


Access and availability are also factors youth take into consideration when 
deciding whether or not to misuse or abuse drugs and alcohol - the more available and 
accessible a substance is the easier it is to abuse. Between 1991 and 2009, prescriptions 
for stimulants increased from 5 million to nearly 40 million, and prescriptions for opioid 
analgesics increased from 45 million to 1 80 million. Additionally, according to a study 
published in last week’s Journal of .American Medicine'^, “56% of painkiller 
prescriptions were given to patients who had filled another prescription for pain from the 
same or different providers within the past month.” According to the study, “nearly 1 2% 
of the opioids prescribed were to young people aged 10-29” and “dentists were the main 
prescribers for youth aged 1 0 - 19 years old.” Data such as this clearly shows that access 


' ’ Johnston, L.D. (1991). Toward a theory of drug epidemics. In R.L. Donohew, H, Syper, & W. Bukoski 
(Eds.). Persuasive communication and drug abuse prevention (pp. 93-132). Hillsdale, NJ: Lawrence 
Erlbauni. Johnston, L.D. (October 14, 1999). Testimony Submitted to the Subcommittee on Criminal 
Justice, Drug Policy and Human Resources of the Government Reform Committee, United States 
Government, For Hearings on the National Youth Anti-Drug Media Campaign. 

Birckmayer, J.D., Boothroyd, R.L, Fisher, D.A., Grube, J.W., & Holder, H.D. (2008), Prevention of 
underage drinking: logic model documentation. Unpublished manuscript, Pacific Institute for Research and 
Evaluation, Calverton, Maryland. Retrieved from http:-/.%\vw.pire.orii/documents/UnderaaeDrinkin».doc 

Voikow, N., McClellan, T. (20 1 1 ). Curtailing diversion and abuse of opioid analgesics without 
jeopardizing treatment. Journal of American Medicine. 305(13), p. 1346-1347. National Institute of Health, 
U.S. Department of Health and Human Services, National Institute on Drug Abuse. (201 1). Analysis of 
opioid prescription practices finds areas of concern. NIDA In the News. Available; 
h ttp :// n i d a. n i h . ^o v/pd fi n ews/NR0405 1 1 .pdf 
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and availability play a critical role in the misuse and abuse of prescription drugs. As a 
result of the increase in prescriptions for pain medicines and stimulant medications, these 
prescription drugs are available in more and more American households. Currently, the 
public at large does not have an adequate understanding of how to safely .store and 
dispose of these prescription drugs, making it easy for motivated individuals to access 
and abuse or sell them. The exponential increase in the number of prescriptions for 
stimulants and opioid analgesics, as well as the fact that patients were easily able to fill 
multiple prescriptions within a short period of time, clearly indicates the need to better 
educate medical and dental professionals about prescription drug abuse and appropriate 
prescribing practices to reduce the misuse and abuse of these drugs, without jeopardizing 
legitimate pain management. 

The Drug Free Communities Program 

Community anti-drug coalitions, and specifically Drug Free Communities (DFC) 
program grantees, are ideally poised to implement effective, comprehensive data driven 
prevention strategies. The DFC program has been a central, bipartisan component of our 
nation's demand reduction strategy since its passage in 1998 because it recognizes that 
the drug issue must be dealt with in every home town in America. As a condition of their 
grant, DFC grantees are required to carry out ongoing surveillance and monitoring 
activities, and, as a result, can address the major and emerging substance abuse issues in 
their communities. The DFC program recognizes that in order to be sustainable over time 
it must have community buy-in and participation, and therefore requires all grantees to 
provide a dollar for dollar match in non-federal funds. The evaluation of the DFC 
program conducted by ICF International, found that youth drug, alcohol and tobacco 30 
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day use rates are lower, by statistically significant margins, in DFC funded communities 
than in those communities that do not have DFC coalitions. 

Due to the preexisting infrastructure that DFC grantees have in place, these 
coalitions are already properly organized and armed with the right data to effectively 
address prescription drug abuse in their communities. They are uniquely suited to address 
and implement comprehensive prescription drug prevention strategies because they are 
data driven, know their community epidemiology and are capable of understanding the 
multi-sector interventions required to reduce the availability and use of prescription 
drugs. 

DFC coalitions have implemented a number of effective programs and strategies to 
reduce prescription drug abuse and have achieved measureable results. For example, in 
Caribou, Maine, the Aroostook Substance Abuse Prevention (ASAP) Coalition utilized a 
data-driven approach to identify prescription drug abuse as a major issue in their 
community. The coalition identified: who was using; how they were obtaining; and what 
issues this caused for particular sub populations of youth. After obtaining this 
information, the coalition worked with various community sectors to implement a 
strategic plan to prevent and reduce the misuse and abuse of prescription drugs. In doing 
so, the coalition: 

• implemented a comprehensive social marketing campaign to educate the public 
about the dangers concerning the misuse and abuse of prescription drugs in a 
variety of venues, including television, school mailings and pharmacy staffers; 

■ provided training to healthcare providers in hospitals throughout the county on 
prescription drug abuse and pain management related issues; 


13 



202 


• created and disseminated to healthcare providers throughout the county, the 
Diversion Alert Program, which is a monthly mailer of individuals charged with 
prescription/iliegal drug related crimes; and 
^ promoted and funded a prescription drug take back: program. 

As a result of this data-driven, multi-sector approach, the ASAP Coalition has 
pushed back against the misuse and abuse of prescription drugs in its community. 

For instance, although the number of pharmaceutical related arrests in Aroostook 
County started out much higher than the statewide average in 2008 (64 percent in 
Aroostook County compared to 39 percent for the State), through its efforts, the coalition 


helped reduce this number to 40 percent in Aroostook County while the statewide 


percentage actually increased to 43 percent. 


MDEA Pharmaceutical Related Arrests: 
Aroostook County & Maine 
2006-2010 



Data Source: MDEA m Aroostook m Maine 


The ASAP Coalition also increased physiciari engagement and response to the 


prescription drug abuse/diversion problem as a result of their participation in the 


Diversion Alert Program; 
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Preliminary Findings: 
Diversion Alert 2010 Survey 
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Finally, because of its prevention efforts, Aroostook County has the lowest rate of 


past 30 day prescription drug use among high school students in the State of Vtaine, at 


just under 7 percent. 



High School Student Prior 
30-0ay Use of Prescriptions 

Source: 2009 Maine Integrated Youth Health Survey 


■ 2009 


i he lesuits that the ASAP Coalition has achieved are not an anoinah Mane HI C 


coalitions and other anti-drug coalitions throughout the country are achieving significant 
outcomes in reducing the misuse and abuse of prescription drugs (see Attachment 2). 
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Conclusion 

The misuse and abuse of prescription drugs is a major problem that impacts 
individuals, families, schools and communities throughout the country. It is a problem 
that demands a comprehensive multi-faceted approach at all levels, federal, state and 
community. Community anti-drug coalitions and DFC grantees should be an essential 
component of any prescription drug abuse diversion strategy because they are data 
driven, know their community epidemiology and are capable of understanding the multi- 
sector interventions required to reduce the availability and use of prescription drugs at the 
local level. The Office of National Drug Control Policy considers the DFC program 
critical in driving down prescription drug use rates. Community coalitions can quickly 
identify and combat drug issues such as the misuse and abuse of prescription drugs before 
they attain crisis proportions because they implement effective, data driven strategies at 
the local level. Community coalitions can and should be used as a major component of 
any strategy that is developed to address prescription drug abuse and diversion. 

In addition, there is a great need for: (1) expansion of effective PDMP programs 
to ensure adequate coverage in every state, with both the enhanced abilities to begin to 
function with interoperability among states, as well as be a source of de-identified, 
aggregate data for use in identifying hot spots and areas that need enhanced prevention, 
treatment and enforcement emphasis and resources; (2) enhanced education and training 
of medical and dental professionals in proper prescribing protocols for prescription drugs 
with the potential for abuse and diversion; (3) enhanced opportunities to raise the general 
public’s awareness about the dangers of prescription drug abuse as well as the proper 
ways to store and dispose of them; (4) enhanced opportunities for prescription take back 
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and other large scale disposal programs to be more routinely available in states and 
communities; (5) enhanced law enforcement and legal remedies to close down “pill 
mills” and other venues that allow for the easy, and questionable access and availability 
of prescription drugs with a great potential for abuse and diversion; and (6) expansion of 
the number of DFC funded communities, as well as enhanced training opportunities for 
more communities across the country to be organized to identify their local drug issues 
and implement comprehensive, data driven strategies to effectively address their local 
prescription and other drug abuse problems. 

Thank you for the opportunity to testify on this .subject of critical importance to 
our nation. 


17 



206 


Attachment 1 



207 







208 


Attachment 2 




209 


Drug Free Communities Grantees Work to Prevent and Reduce 
Prescription Drug Abuse 

Due to the preexisting infrastructure that Drug Free Communities (DFC) grantees have in 
place, they are uniquely suited to address and implement a comprehensive prescription 
drug strategy because they are data driven, know their community epidemiology and are 
capable of understanding the multi-sector interventions required to reduce the availability 
and use of prescription drugs. Below are select examples of DFC coalitions that have 
reduced the misuse and abuse of prescription drugs in their communities. 

Colorado - Between 2006 and 2008 the Southwest Denver Coalition contributed to a 
decrease of 55.6 percent in pa.st 30 day u.se of prescription drugs among 10* graders, in 
2006, 27 percent of respondents reported using prescription drugs in the past 30 days, 
while in 2008 only 12 percent of respondents had used prescription drugs in the same 
time frame 

Florida - Between 2006 and 2010 the StandUp Polk Coalition contributed to a decrease 
of 34.5 percent in past 30 day u.sc of prescription drugs among middle schoolers. In 

2006, 2.9 percent of respondents reported using prescription drugs in the past 30 days, 
while in 2010 only 1 .9 percent of respondents had used prescription drugs in the same 
time frame. 

Kansas - Between 2007 and 2008 the Regional Prevention Center contributed to a 
decrease of 10.3 percent in lifetime use of prescription drugs among lO"' graders. In 

2007, 20.3 percent of respondents reported using prescription drugs, while in 2008 only 
18.2 percent of respondents had used prescription drugs in their lifetime. 

Kentucky - Between 2004 and 2008 the Carter County Drug Task Force contributed to a 
decrease of 62.5 percent in past 30 day u.se of prescription drugs among 8* graders. In 
2004, 8 percent of respondents reported using prescription drugs in the past 30 days, 
while in 2008 only 3 percent of respondents had used prescription drugs in the same time 
frame. 

Michigan - Between 2005 and 2009 the Ottawa Substance Abuse Prevention Coalition 
contributed to a decrease of 23.9 percent in past 30 day use of prescription drugs among 
12* graders, in 2005, 15.9 percent of respondents reported using prescription drugs in 
the past 30 days, while in 2009 only 12.1 percent of respondents had used prescription 
drugs in the same time frame. 

Nebraska - Between 2003 and 2007 the South Central Substance Abuse Prevention 
Coalition contributed to a decrease of 79.3 percent in past 30 day of prescription drugs 
among 12* graders. In 2003, 9.1 percent of respondents reported using prescription 
drugs in the past 30 days, while in 2007 only 2.5 percent of respondents had used 
prescription drugs in the same time frame. 
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Pennsylvania - Between 2008 and 2010 the Upper Bucks Healthy Youth Coalition 
contributed to a decrease of 42.9 percent in past 30 day use of prescription drugs among 
8*'’ graders. In 2008, 7 percent of respondents reported using prescription drugs in the 
past 30 days, while in 2010 only 4 percent of respondents had used prescription drugs in 
the same time frame. 
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Mrs. Bono Mack. Thank you, General, and we are honored that 
you are here, and I thank you for your service and that you came 
under the wire, because there is one person I couldn’t gavel down, 
and that would be you, sir. 

Mr. Dean. And thank you for your great support and on a con- 
tinuing basis. We appreciate it very much. 

Mrs. Bono Mack. Thank you. I look forward to our continued 
work together. 

Dr. Coster, you are recognized for 5 minutes. 

STATEMENT OF JOHN COSTER 

Mr. Coster. Thank you. Good morning. Chairwoman Bono Mack, 
Ranking Member Butterfield, Congressman Lance, members of the 
subcommittee. I am John Coster, Senior Vice President of Govern- 
ment Affairs at the Generic Pharmaceutical Association and a li- 
censed pharmacist. On behalf of GPhA and our member companies, 
thank you for calling this hearing and for the opportunity to tes- 
tify. 

Let me begin by giving some background on the role of the ge- 
neric drug industry in the United States. About 75 percent of all 
prescriptions are filled with generic medications, although that per- 
centage does vary by therapeutic class. We are proud that our in- 
dustry helps make high-quality, safe, effective prescription medica- 
tions more affordable for millions of Americans while saving the 
health care system billions of dollars each year. 

GPhA’s member companies manufacture FDA-approved generic 
versions of brand-name drugs in all therapeutic categories includ- 
ing prescription painkillers. We are as concerned as the members 
of this committee when medications that are made to improve lives 
or alleviate pain are abused. We believe that address this issue, as 
you have heard from the previous witnesses, will require a contin- 
ued coordination among Federal and State agencies. State, local 
and Federal law enforcement, health professionals, drug manufac- 
turers, pharmacists, patients and their families. Because it is a 
multifaceted problem, it requires a multifaceted solution. 

As we work together to shape public policy to end the misuse of 
pain medications, we must recognize that the overwhelming major- 
ity of individuals including millions of seniors and cancer patients 
do rely on these important drugs for their proper pain treatment. 
We are absolutely committed to the safe and reliable manufac- 
turing and delivery of generic drugs. 

As an industry, we have invested millions of dollars into tech- 
nologies and delivery systems to help assure that our products 
reach their destinations safely and securely. For example, with re- 
spect to opioid medications, the DEA has a closed system of dis- 
tribution to prevent diversion. Our industry works with the DEA 
to assure that these products do not fall into the hands of abusers. 
Eor example, the DEA administers drug allotment and account- 
ability systems to assure against the loss of diversion of controlled 
substances. 

Recent studies suggest that the problem of prescription drug 
abuse stems not from drugs that have escaped legitimate supply 
chain or been obtained illegally through the black market but in- 
stead from those that were legally prescribed and available in the 



212 


home. Why are these medicines sitting in medicine cabinets? 
Shouldn’t patients have already taken them? It is not uncommon 
to find many medicine cabinets in America are stocked with un- 
used prescription drugs. Some of these may be for mild conditions 
such as allergy while others may be unused medications that were 
prescribed to treat the discomfort of a surgery. Many Americans 
have no recourse to return these unused medications, especially 
controlled substances, because Federal law prohibits the transfer of 
controlled substances from an ultimate user to anyone other than 
law enforcement. This will soon change as DEA implements the 
Safe and Secure Drug Disposal Act, which will permit ultimate 
users such as patients with excess controlled substances in their 
medicine cabinets to return them to DEA registrants such as will- 
ing pharmacists so they can be destroyed. 

What has our industry been doing to help address this problem? 
In general, we have tried to support efforts that are dedicated to 
raising awareness to the dangers of prescription drug abuse as well 
as the need to properly dispose of unneeded or unwanted prescrip- 
tion medications. We think education is a key component to this. 
For example, we support efforts such as the American Medicine 
Chest Challenge, which is a community-based public health initia- 
tive with law enforcement partnership to raise awareness about the 
dangers of drug abuse. We are pleased to let you know that we will 
be partnering with PhRMA to produce a public service announce- 
ment that will promote the upcoming DEA Take Back Day on April 
30th, which we hope will be as successful as the one from last fall. 

We are also a board member of NCPIE, the National Council on 
Prescription Information and Education, a broad-based coalition on 
addressing raising awareness about prescription drug abuse. For 
example, NCPIE most recently developed a college resource kit to 
help educate students about the dangers of prescription drug mis- 
use. 

In addition, over the last few years our industry companies have 
focused efforts in this area by joining with the brand-name indus- 
try, patient groups and the FDA on working on a REMS program 
for long-acting and extended-release opioid medications. REMS are 
special programs that are used by FDA to help prevent adverse 
outcomes in patients. At this point, I don’t believe the FDA has im- 
plemented that program yet. 

Madam Chairwoman, we applaud you for the countless hours you 
have devoted to raising awareness about this issue and the great 
work you have done. With the cooperation of physicians, law en- 
forcement and others, we can expand education efforts, keep our 
supply chain safe and secure, and help to ensure that patients and 
family members are not alone in this fight. We thank you for hold- 
ing this hearing, and I would be happy to answer any questions 
you may have. 

[The prepared statement of Mr. Coster follows:] 
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Good morning Chairwoman Bono Mack, Ranking Member Butterfield, and Members of 
the Energy and Commerce Subcommittee on Commerce, Manufacturing and Trade. 

My name is John Coster, Senior Vice President of Government Affairs at the Generic 
Pharmaceutical Association (GPhA) and a licensed pharmacist. On behalf of GPhA and our 
member companies, thank you for calling this hearing and for the opportunity to testify on the 
very important subject of prescription drug diversion. We applaud your leadership on this 
issue. 

Background on Generic Drug Industry 

Let me begin by giving some background on the role of the generic drug industry in the 
U.S. About 75 percent of all prescriptions are filled with generic medications. Yet, generics 
account for only about 22 percent of total drug spending. We are proud that our industry helps 
make high-quality, safe, effective prescription medicines more affordable for millions of 
Americans while saving the health care system billions of dollars each year. 

In fact, based on a 2010 analysis by IMS Health, the use of generic drugs saved the 
government and other purchasers of prescription drugs more than $824 billion over the past 
decade, Generics now save consumers and taxpayers about $1 billion every three days. 
Through competition, generic manufacturers drive down costs and support public health by 
providing access to affordable medicine. 

GPhA’s member companies manufacture FDA-approved generic versions of brand 
name drugs in all therapeutic categories, including prescription pain killers. We are as 
concerned as the Members of this Committee when medications that are made to improve 
lives or alleviate pain are abused. 
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We believe that addressing this issue will require continued coordination among Federal 
and State agencies, state, local, and Federal law enforcement, health professionals, drug 
manufacturers, pharmacists, patients and their families. Because it is a multifaceted problem, it 
requires a multifaceted solution. 

And as we work together to shape public policy to end the misuse of pain medications, 
we must recognize that the ovenA/helming majority of individuals, including millions of seniors 
and cancer patients, rely on these important drug products for the proper treatment of pain. 


Security of Prescription Drug Supply Chain 

GPhA member companies are absolutely committed to the safe and reliable 
manufacturing and delivery of generic drugs. As an industry, we have invested millions of 
dollars into technologies and delivery systems to help assure that our products reach their 
destination safely and securely. 

For example, with respect to opioid pain medicines, under the Federal Controlled 
Substances Act, the DEA has a "closed" system of distribution to prevent diversion. Our 
industry works with the DEA to assure that these products do not fall into the hands of 
abusers. For example, the DEA administers drug allotment and accountability systems to 
ensure against the loss and diversion of controlled substances. In addition, we are required 
under DEA regulations to: 

• Maintain steel vaults in our manufacturing facilities of specific shape and size to protect 
against theft; 
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• Build special cages to store controlled substances with ceiling and doors made of 

specific reinforced material, with certain alarm systems to protect against theft; 

• Restrict access to areas which manufacture or hold controlled substances; 

• Develop a system to identify suspicious orders of controlled substances to guard 

against them falling into the wrong hands. 

• Utilize systems such as GPS tracking to continuously monitor the delivery of these 
controlled substances once they leave secure manufacturing and storage facilities. 
Manufacturers typically ship to wholesalers or distributors, who in turn sell the drugs to 

all kinds of health care outlets, including pharmacies, hospitals, clinics, doctors' offices, nursing 
homes, mail order facilities and others for prescribing by physicians and dispensing to patients 
and consumers. Addressing the abuse and diversion issue will require cooperation of all these 
parties in the supply chain. 


Main Source of Prescription Diversion 

Recent studies suggest that the problem of prescription drug abuse in the U.S. today 
primarily stems not from drugs that have escaped the legitimate supply chain or been obtained 
illegally through the black market, but instead from those that were legally prescribed and 
available in the home. 

According to the 2009 National Study of Drug Use and Health', 55 percent of people 
aged 12 or older who used pain relievers nonmedically in the previous year obtained those 
drugs from a friend or relative for free. In addition, another 10 percent bought their drugs from 
a friend or relative and 5 percent took them from a friend or relative without asking. That 
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means that close to 70 percent of people abusing prescription drugs were doing so with 
products they obtained from a friend or relative. 

Why are people able to share these medications with others? Shouldn’t they have 
already taken these medications? Medication non-compliance is a huge problem in the United 
States. 

When medications go unused, it can cost the health care system billions of dollars in 
other medical interventions because of medication non-adherence. It is common to find that 
many medicine cabinets in America are stocked with unused prescription medications. Some 
of these may be for occasional mild conditions, such as allergy, while others may be unused 
medications that were prescribed to treat the discomfort from a surgery, such as a pain 
medication. 

Many Americans have had no recourse to return these unused medications - 
especially controlled substances - because Federal law prohibits the transfer of controlled 
substances from an ultimate user to anyone other than law enforcement. That is, patients can’t 
return unused controlled substances to pharmacies or other non law enforcement entities at 
this time. 

This will soon change as DEA implements the Safe and Secure Drug Disposal Act of 
2010 . which will permit ultimate users - such as patients with excess controlled substances in 
their medicine cabinets - to return them to DEA registrants such as willing pharmacies - so 
they can be destroyed. The law also allows for such returns of controlled substances from 
nursing homes, which is also a source of controlled substance waste, as many nursing home 
patients expire or have their medication changed before all of it is used. 
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Congress also enacted a policy as part of the health care reform law, which would 
require that medications such as brand name pain killers only be dispensed to Part D patients 
in nursing homes in limited supplies so to avoid waste, prevent potential diversion, and reduce 
costs. As is evident, there are several ways that this issue must be addressed in order for us to 
continue to reduce the potential for diversion of these medications. 

Generic Drug Industry Efforts to Reduce Diversion 

What has our industry been doing to help address this problem? In general we have 
tried to support efforts that are dedicated to raising awareness to the dangers of prescription 
drug abuse as well as the need to properly dispose of unneeded or unwanted prescription 
medications. 

We think that education is a key component to addressing this issue. For example, we 
help to support efforts such as the American Medicine Chesi Challenge, which is a community- 
based public health initiative, with law enforcement partnership, to raise awareness about the 
dangers of drug abuse and provide a nationwide day of disposal for the collection of unwanted 
or expired medications. We are also members of SmartRx, an educational initiative that raises 
awareness about the proper way to dispose of unused or unwanted medicine, GPhA is also a 
Board Member of the National Council on Prescription Information and Education - known as 
NCPIE. This is a broad-based coalition focused on addressing and raising awareness about 
prescription drug abuse. For example, NCPIE most recently developed a College Resource Kit 
to help educate students about the dangerous of prescription drug misuse. 
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In addition, over the last few years, our industry companies have also focused efforts in 
this area by Joining with the brand name industry, patient groups and the FDA on working on a 
REMS program for long acting and extended release opioid medications. 

REMS - short for Risk Evaluation and Mitigation Strategies - are special programs that 
are used by the FDA to help prevent adverse outcomes in patients from prescription 
medications. 

At this point, it is not clear how FDA intends to proceed with the REMS program for 
these products. We believe that an efficient, effective REMS could help improve the use of 
these medications and address some of the abuse problems that exist. We also believe that 
this REMS program could be enhanced by e-prescribing, which would give physicians more 
information about these medications at the point of prescribing. 


Conclusion 

Madame Chairwoman, we applaud you for the countless hours you have devoted to 
raising awareness about this issue and the great work you have done to help put an end to 
drug diversion and misuse. You know more than anyone that the problem of prescription drug 
abuse in this country is a multi-faceted Issue that will require a multi-faceted solution. 

With the cooperation of physicians, law enforcement and others we can expand 
education efforts and help to ensure that parents and family members are not alone in this 
fight. When 70 percent of people abusing prescription drugs in this country are getting those 
products directly from a friend or relative, it's going to take intervention and hard work from all 
of us at the most personal level to really make a difference. 
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Thank you, Madame Chairwoman, for holding this important hearing and I would be 
happy to answer any questions you may have. 

' http:/Voas,samhsa.gov/N.SDUH/2k9NSDUHr2k9Resu ltsP.pdf 
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Mrs. Bono Mack. Thank you, Dr. Coster. 

Ms. Martello. 

STATEMENT OF KENDRA MARTELLO 

Ms. Martello. Good morning. Thank you, Madam Chairman 
and distinguished members of the subcommittee. Ranking Member 
Butterfield and Congressman Lance. My name is Kendra Martello 
and I am pleased to offer this testimony today on behalf of the 
Pharmaceutical Research and Manufacturers of America, or 
PhRMA. PhRMA’s members represent America’s leading pharma- 
ceutical research and biotechnology companies. Last year, our 
members alone invested over $49 billion in discovering and devel- 
oping new medicines. Industry wide, research and investment 
reached more than $67 billion last year, a record. 

The prescription medicines our members research and develop 
are life-saving and life-enhancing medicines that allow patients to 
live longer, healthier and more productive lives when used appro- 
priately and as intended. It is important as we consider the non- 
medical use of prescription medicines that we also balance the need 
to maintain patient access to these medicines for legitimate med- 
ical use. 

We believe addressing the public health problem of prescription 
drug abuse is a shared responsibility. It requires a comprehensive, 
consistent and sustained approach and commitment from a wide 
range of stakeholders including prescribers and pharmacists. No 
one manufacturer, brand or generic, recognizing that approxi- 
mately 75 percent of the prescriptions are for generic medicines, no 
one trade association and no one stakeholder group is solely re- 
sponsible for implementing a solution that will truly be effective. 
We all must work together to achieve a common goal, and PhRMA 
and our member companies are committed to being part of the so- 
lution. 

An important part of our educational message surrounds the ap- 
propriate use of medicines, which can reduce health care costs 
overall. Data also show that the majority who misuse or abuse pre- 
scription medicines do obtain them from a friend or a family mem- 
ber. We believe that education can have a significant impact in 
helping to inform the public and reducing the overall rates of pre- 
scription drug abuse. We have developed four simple messages as 
part of our education effort on this important issue. 

First, take your medication exactly as prescribed. Second, store 
all medicines in a safe manner out of the sight and reach of chil- 
dren and adolescents in particular. Third, don’t share your medi- 
cines with anyone including friends or relatives. And fourth, 
promptly dispose of any unused medicine in a safe manner, either 
through the household trash or an appropriate take-back program 
such as the one administered by the DEA. In fact, to help further 
this last message, PhRMA partnered with the U.S. Fish and Wild- 
life Service and the American Pharmacists Association in 2007 to 
create the Smart Disposal Program, which educates consumers 
about how they may safely dispose of most medicines through the 
household trash. 

PhRMA and our member companies have also undertaken sig- 
nificant educational efforts regarding prescription drug abuse. For 
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example, we have recently worked with the Washington Health 
Foundation and the State Attorney General to develop education 
for college students and with Dare America to help educate stu- 
dents in grades 5 through 12. We also believe specific educational 
efforts must be targeted towards prescribers and pharmacists and 
could help them to detect and refer for treatment those who may 
be abusing prescription drugs. 

Other ideas that could have a significant impact on reducing the 
rate of non-medical use of prescription drugs: first, increase the use 
of and improvements to State prescription drug monitoring pro- 
grams which can be an important tool in preventing and detecting 
abusers and referring them for treatment. Second, reauthorize 
NASPER, which provides grants for these State monitoring tools 
and which is legislation that PhRMA has supported. Third, in- 
crease penalties for and enforcement against pill mills, medicine 
diverters and those who go outside the legitimate medical supply 
chain including rogue Internet drug sellers. Fourth, work with FDA 
and others to facilitate the development of medicines to treat addic- 
tion and mechanisms to make medicines less susceptible to abuse. 
And finally, work with the DEA as it develops regulations to allow 
ultimate users and long-term care facilities to return controlled 
substance for disposal. 

In conclusion, prescription medicines when used as prescribed 
are critical to improving and extending patient health. However, 
when they are misused or abused, they can be dangerous and even 
deadly. No one solution to this public health problem exists. Edu- 
cation is of critical importance and it is a key first step but we 
must not stop there, and all stakeholders have a role to play in 
helping to develop solutions. We are committed to working with the 
subcommittee, members of Congress and other stakeholders on this 
important public health issue. Thank you. 

[The prepared statement of Ms. Martello follows:] 
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Madame Chair, my name is Kendra Martello, Assistant General Counsel at the 
Pharmaceutical Research and Manufacturers of America (PhRMA), and 1 am pleased to 
present this testimony on behalf of PhRMA, which represents the country’s leading 
pharmaceutical research and biotechnology companies. Our members are devoted to 
developing medicines that allow patients to live longer, healthier, and more productive 
lives, and are leading the way in the search for new cures and treatments. Our members 
alone invested an estimated $49.4 billion in 2010 in discovering and developing new 
medicines. Industry-wide research and investment reached a record $67.4 billion in 2010. 

1. Introduction 

When used appropriately, under the direction and care of a licensed health care 
professional, prescription medicines can improve and save lives. However, when used 
inappropriately and not as intended, devastating consequences can result. According to 
the most recent national data, after marijuana, prescription medicines are the most abused 
substance.' Seven million Americans over age 12 reported using prescription drugs in the 
past month for non-medical reasons in 2009 .* Among 12 to 17 year olds and 18 to 25 
year olds, prescription drugs were the second most common drug of abuse in 2009 , with 
3.3% of 12 to 17 year olds and 6.3 % of 18 to 25 year olds reporting using prescription 
drugs non-medically in the past month.'^ Of particular concern, there was in increase in 
recent nonmedical use of prescription drugs among 1 8 to 25 year olds between 2008 and 
2009 from 5.9 to 6.3%— even more alarming when many are leaving college and entering 
the workforce with this dangerous behavior. According to treatment admissions data, 
opiates other than heroin increased from I percent of admissions aged 12 and older in 
1998 to 6 percent in 2008 , while other prescription medicines, such as tranquilizers and 
sedatives, each accounted for less than 1 percent of TEDS admissions between 1998 and 
2008.’* In addition to the human toll on families, misuse and abuse of prescription drugs 


^ HesijlLs from the 2009 National Survey on Drug Use and Health (NSDUH): National Findings. SAMHSA 
( 2010 ). ' 

■' Substance Abuse and Mental Health Services Administration, Results from the 2009 National Survey on 
Drug Use and Health: National Findings, September 2010. 

’ Results from the 2009 National Survey on Drug Use and Health (NSDUli): National Findings, SAMHSA 
( 2010 ). 

” Treatment Episode Data Set 1998-2008. National Admissions to Substance Abuse Treatment Services, 
SAMHSA, April 2010. 
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result in higher costs to the health care system in terms of avoidable hospitalizations, 
increased emergency room visits, and costs related to addiction treatment. 

PhRMA supports efforts to bring attention to this issue and recognizes the identified need 
for broad stakeholder engagement to help respond to this important public health matter. 
PhRMA and our member companies arc actively engaged in a range of efforts to help 
ensure that prescription medicines are used appropriately and to reduce prescription drug 
abuse. At the same time, it must be recognized that national data on the abuse of 
prescription drugs reinforces the importance of improving communications between 
providers and patients as well as the need to improve patient monitoring among all health 
care stakeholders. According to the National Institute on Drug Abuse (NIDA), the three 
types of prescription drugs most commonly abused are opioids, central nervous system 
(CNS) depressants, and stimulants.’ While many of the medicines included in these 
categories are produced by brand name or innovator manufacturers, it is important to 
recognize that among these drugs, in 2010, 88.5% of prescriptions were for generic drugs 
with only 1 1 .5% of the prescriptions for brand name medicines.*’ For opioids, 92.4% of 
2010 prescriptions were for generics; for CNS depressants, 93.4%, and for stimulants, 
47.4%.’ These statistics reinforce that addre.ssing the problem of non-medical use of 
prescription drugs is a shared responsibility and there is no single solution. Instead, 
collaborative efforts must be undertaken between the federal government, PhRMA, the 
Generic Pharmaceutical Association, American Medical Association, and other relevant 
associations and stakeholder groups - including healthcare providers, law enforcement, 
faith-based and other community organizations, schools and colleges, parents, 
pharmacists, and state and local governments - to address this public health issue. 

11. Background 

It is critical that policies aimed at preventing prescription drug abuse do not 
unintentionally create barriers to patient access to needed medicines. PhRMA and its 
members urge that any evaluation ofpolicies to help reduce misuse and abuse of 
prescription medicines must ahso ensure continued patient access to needed prescription 
medicines. Potential barriers to patient acce.ss include poor or insufficient training of 
health care workers regarding appropriate prescribing practices, unnecessarily restrictive 
drug control regulations and practices which may impede good clinical care, and fear 
among health workers of the potential for legal sanctions for legitimate medical practice 
W'hich may lead to undertreatment (see, for example, Gatchel 2010).* Articles in medical 
literature and patient groups have raised concerns about increasing physician hesitancy to 
prescribe certain medications. As just one example, a survey of physicians regarding pain 
management found “that concerns of potential abu.se or addiction often affect how pain is 


^ National In.siitute on Drug Abuse, i’rescription Drugs: Abuse and Addiction, August 2005; 2010 NSDUH Methodology Section. 

PhRMA analysi.s of retail claims data for .lanuar^'-December 2010 for the classes of most commonly abused prescription drug.s based 
on SDl Health’s Vector One National Audit (VONA), April 8, 2011. 

PhRMA analysis of retail claims data for January-December 2010 for the classes of most commonly abused prescription drugs based 
on SDl Health's Vector One National Audit (VONA). April 8, 201 1. 

Gatchel, RJ. Is fear of prescription drug abu,se resulting in sufters of chronic pain being undertreated',’” F-xpert Rev. Neurotherapy 
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pharmacologically treated” by physicians.”^ The end result of such practices is that 
millions of Americans who suffer significant or chronic pain are likely being under- 
treated either due to inadequate training or concerns about the potential for prescription 
drug abuse. 

Experts agree that appropriate use of medicines plays a central role in both the quality of 
health care patients receive and the quality of the lives they lead. Numerous studies have 
reported that appropriate prescribing of medication therapy and adherence to that therapy 
improves quality and outcomes, while often reducing total costs and use of other, often 
more expensive, health services.'® One study found that non-adherence has been shown 
to result in $100 billion each year in excess hospitalizations alone." Stakeholders from 
all sectors of health care, including researchers, payers, employers, patient advocates, and 
health care practitioners, agree that non-adherence is a serious problem that should be 
solved. Supporting better communication between providers and patients is a key step to 
improving adherence as well as enhancing the patient’s understanding about his or her 
disease or condition, its course, and its related target laboratory test values. Providers, 
when given support by the proper tools and systems, can play a central role in helping 
patients understand how to take their medicines properly. For instance, one main cause of 
preventable hospital readmissions is poor communication with patients during the 
discharge process, especially regarding medications.'^ 

Public policy discussions about the appropriate role of prescription medicines in health 
care often assume that medicines are widely overused. The importance of ensuring 
appropriate use of medicines through appropriate training of health care providers cannot 
be overstated. As policies around prescription drug abuse arc discussed, it is important to 
recognize that, while research indicating overuse of prescription drugs is limited, there is 
much evidence that large percentages of patients underuse needed medical care, including 
prescription medicines, for many serious health conditions. Efforts to stimulate better 
prescribing of and adherence to essential medications improves health, averting co,stly 
emergency department visits and hospitalizations, and improving quality of life and 
productivity.'^ 

Long-term policy .solutions to ensuring appropriate use and reducing the potential for 
abuse will require substantial ongoing education, training, and responsibility among a 


9 McCarbei g, I3H et al. "The Impact of Pain on QuaHty of Lifeand the Unmet Needs of Pain Management: Results From Pain 
Sufferers and Physicians Participating in an internet American Journal of Therapeuiics 2008: 15(4): 312-20., 

Examples include, but are not limited to: W.ll. Shrank, et a!. “A Blueprint for Pharmacy Benefit Managers to Increase Value.” 
American Journal of Managed Care, February, 2009.: D Cutler, el al., "The Value of Antihypertensivc Drugs: ,A Perspective on 
Medical Innovation." llealih AJfairs, January/ February 2007.; M. Cloutier, et al.. "Asthma Guidleine U.se by Pediatricians in Private 
Practice,s and A.sthma Morbidity," Pediatrics. November 2006.; M. Sokol et al., "Impact of Medication Adherence on Hospitalization 
Risk and Healthcare Cost," Medical Care, June 2005. 

* ^ New England Healthcare ln.stitute, "Thinking Outside the Pillbox: A System-wide Approach to Improving Patient Medication 
Adherence for Chronic Disease." A NEIil Research Brief. August 2009, 

B.VV, Jack el al, "A Reengineered Hospital Di.scharge Program to Decrease Rehospitalization," Annals of Internal .Medicine, 
February 2009. 

See, for example, M, Sokol et a! . "Impact of Medication Adherence on Hospitali/ation Risk and Healthcare Cost Medical 
Care, June 200.5; B. W, Jack et at. "A Reengineered Ho.spital Discharge Program to Decrease Rehospitalization,” Annals of Internal 
Medicine. February 2009: New England Healthcare Institute, "Thinking Outside the Pillbox: .A Sy,stem-wide Approach to Improving 
Patient Medication Adherence for Chronic Di.sea.se.” A NEHI Research Brief, .August 2(K,)9. 


3 



226 


broad range of stakeholders, including patients, physicians, nurses, pharmacists, insurers 
and others involved in health care delivery. Any policies to prevent prescription drug 
abuse must recognize and ensure that patients with a legitimate need continue to receive 
their medicines. 

III. Selected Federal Activities 

Overt'iew of National Policy Related to Prescription Drug Abuse 

The 2010 National Drug Control Strategy identifies a number of objectives related to the 
diversion, abuse, or misuse of, and addiction to, prescription drugs including: 

• Regulating and monitoring the prescribing of drugs with potential for abuse; 

• Shutting down illegal pharmacies and fraudulent clinics; 

• Expanding prescription drug monitoring programs; 

• Removing unused medications froin the home; 

• Informing the public of the risks of prescription drug abuse and overdose; and 

• Working with physicians to achieve consensus standards on prescribing.''^ 

PhRMA supports these efforts and a comprehensive approach involving a range of 
stakeholders to help address this public health issue. 

Overview of Select Provisions from PPACA 


There are a number of provisions in the recently enacted Patient Protection and 
Affordable Health Care Act (PPACA) that may impact efforts to reduce prescription drug 
abuse and which should be taken into consideration in ensuring a comprehensive 
approach to preventing prescription drug abuse. For example, section 4305 of PPACA''’ 
establishes three strategies to advance research and treatment in the field of pain care. 
First, it required the Secretary to enter into an agreement with the Institute of Medicine 
(lOM) ” to examine the state of pain research and treatment and to establish an agenda 
for action to improve the stale of pain care research, education, and clinical care.'' We 
understand that lOM is about to hold its fifth meeting on its consensus study “Advancing 
Pain Research, Care, and Education’''* and look forward to findings and 
recommendations from the consensus study, which must be submitted to Congress no 
later than June 30, 2011. Second, PPACA added section 409.1 to the PHSA to authorize 
the Pain Consortium of the National Institutes of Health (TIIH) to enhance and coordinate 
basic and clinical research on the causes of and potential treatments for pain. Within one 


^''ONDCP. 20 1 0 National Drug Control Strategy (http://www.whitehousedrugpolicy.govv'strategy). 

'' The Reconciliation Ainendinents did not modify this provision. 

If the Institute of Medicine declines to participate, the Secretary may enter into an agreement with 
another appropriate entity. Pub. L. No. ! It - i 48 § 4305(a)(3). 

" This section authorize.s Congress to appropriate sums necessary to carry out the Conference on Pain for 
each of fiscal years 2010 and 201 1. Pub. L. No. 1 1 1-148 § 4305(a)(5). 

lOM Consensus Study “Advancing Pain Research, Care, and Education,” 
http://\vww.ioni.edu/Activitie.s/PubiicHealth/PainResearch.aspx 
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year of enactment, the Secretary also must establish an Interagency Pain Research 
Coordinating Committee to coordinate all efforts within the Department of Health and 
Human Services (HHS) and other federal agencies that relate to pain research. Third, 
PPACA added section 759 to the PHSA to authorize the Secretary to make aw'ards of 
grants, cooperative agreements, and contracts to health professions schools, hospices, and 
other public and private entities for the development and implementation of programs to 
provide education and training to health care professionals in pain care.’’ 

Other Relevant Federal Laws and Activities 


Risk Evaluation and Mitigation Strategy (REMS) for Opioid Products: The Food and 
Drug Administration (FDA) has been considering the development of a REMS to reduce 
the abuse of long-acting and extended-release opioids, w'hich are a critical treatment 
option for pain management. The proposed REMS has yet to be put in place but FDA is 
considering several elements such as prescriber training, information for patients, and 
periodic effectiveness assessments. 

Prescription Drug Take-Back Programs: Some states and localities have organized a 
variety of different voluntary prescription drug take-back programs to help facilitate 
secure consumer disposal of unwanted or expired prescription medicines. These types of 
programs can take many forms: a one-day event with or without a law enforcement 
presence, a mail back program, or an ongoing collection event. The Drug Enforcement 
Administration (DEA) is currently drafting proposed regulations to permit an ultimate 
user to return a controlled substance for the purposes of disposal. 

The DEfA is planning a second voluntary national take-back day on April 30, 2011, which 
will consist of local events at which law enforcement officers will be pre.sent at all times 
to monitor the items collected, along with educational information on prescription drug 
abuse. Other voluntary one-day collection events exist as well, such as the America’s 
Medicine Chest Challenge. That program, which occurred on November 13, 2010, also 
involved consumer education. 

In addition, PhRMA believes that any pre.scription drug take-back program must 
adequately protect against the very real risks that prescription drugs, including controlled 
substances, could be diverted for abuse or misuse. Any lake-back program must also be 
coupled with a comprehensive educational effort that instructs stakeholders on key i.ssues 
regarding prescription drug abuse. Finally, we are concerned that ongoing collection 
events at local pharmacies could facilitate medicines fraud and abuse, particularly if a 
person who gained access to collected medicines, and then resold them to unscrupulous 
buyers, and/or attempted to bill government programs for collected and/or resold 
products. 


This section authorize.s Congress to appropriate sums necessary to cany out the award program for each 
of the fiscal years 2010 through 2012. Pub. L. No. 1 11-148 § 4305(c). 
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IV. Developing a Comprehensive and Balanced Approach to Prescription Drug 
Abuse: Discussion of Potential Policy Options 

The nation’s leading pharmaceutical research and biotechnology companies are dedicated 
to developing safe and effective medicines to save and improve the lives of patients. Our 
key goals are to promote health care access for all Americans, including a commitment to 
health care quality, increased emphasis on disease prevention, and continued medical 
progress through advances in research. Our industry is committed to helping to educate 
relevant stakeholders on the appropriate use of medicines and to preventing the abuse of 
prescription medicines, and we look forward to working with Congress, the 
Administration and other stakeholders on efforts to help reduce and prevent prescription 
drug misuse and abuse. Public policy related to preventing prescription medicine abuse 
must: 

1) Educate the public regarding the dangers of misusing and abusing prescription 
medicines while also educating and equipping youth influencers (including parents, 
grandparents, teachers, and health care providers) and ail health care stakeholders with 
the necessary knowledge and skills to deter abuse of prescription medicines, identify 
those in need of treatment, and provide appropriate treatment options when appropriate. 

2) Any policies to prevent prescription drug abuse must recognize and ensure that 
patients with a legitimate health need continue to receive the medicines they are 
prescribed. 

3) Require a comprehensive approach and sustained commitment from all relevant health 
care stakeholders ranging from federal, state, and local governments to innovator and 
generic drug companies, to the broad range of health care providers that interact with 
patients, to educators, family members, and others across the community. 

PhRM.A offers the following policy ideas for consideration as part of a comprehensive 
national strategy aimed at reducing and preventing prescription drug abuse. 

Expand existine and develop additional educational and awareness efforts for the 
public, health care stakeholders, and others. 

Existing educational efforts could be expanded and the development and implementation 
of additional outreach campaigns to educate all relevant stakeholders about prescription 
drug abuse should be considered. Framing the issue as one that implicates the public 
health could also help educate Americans about the dangers of abuse of prescription 
medicines. While education is an important first step, it must be sustained and consistent, 
and reach a multitude of audiences, to be truly effective. And, while education is of 
critical importance, we must not stop there. 

As background, the 2010 National Drug Control Strategy identifies several targets for 
education: (1 ) the public about the risks of prescription drug abuse and overdose, (2) 
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physicians via consensus standards to inform prescribing practices, and (3) those 
involved in prescribing via prescription drug monitoring programs (PDMPs), While these 
are important groups, there are many more stakeholders who have a role to play in 
preventing and reducing prescription drug abuse.^® Regarding physicians as an 
educational target, we expect that the results of the lOM consensus study will help inform 
potential revisions to quality standards in treatment guidelines by various physician 
specialties. We also recognize that a wide range of coalitions and collaborative efforts 
have been developed that focus on preventing pre.scription drug abuse. Additionally, use 
of measurable performance outcomes could also help facilitate the development of a 
robust national network of organizations with prevention of prescription drug abuse as 
their core mission, and could help facilitate the expansion of existing collaborative efforts 
among various stakeholders. 

These efforts should be complemented by educational activities related to the appropriate 
use of medicines with the goal of all patients monitored and supported effectively across 
the health care system. All health care stakeholders - not just physicians and pharmacists 
- who have access to patients or patient data have a responsibility to promote appropriate 
use of medicines and help identify and prevent inappropriate prescribing and abuse. 

Enhance efforts to promote prevention, screenins, brief intervention and referral for 
treatment of prescription liras abuse throuehout the health care system. 

There are four key stages at which the problem of prescription drug abuse can be 
impacted: prevention, screening, early intervention, and treatment. Through PPACA, 
Congress recognized the importance of ensuring addiction and mental health benefits. 
This is an important first step that could be enhanced by the assessment of the adequacy 
of current screening efforts across health care stakeholders. Such an assessment could 
inform the development of more robust screening and intervention efforts. The 
development of a cross-cutting strategy to address prescription drug abuse could help 
ensure adequate resources and attention are devoted to prevention, screening, early 
intervention, and treatment. Adequate infrastructure investments in the health care system 
could help connect Americans to prevention, early screening, intervention and treatment 
options. At the same time, it is al.so critical to ensure that such efforts do not 
unintentionally reduce patient access to medicines or negatively impact their medical 
treatment. 

Working with relevant stakeholders. Congress could also explore incentives for ensuring 
that screening for prescription drug abuse is incorporated into routine interactions in the 
health care system, e.g., screening could be incorporated into medical and dental visits by 
asking about substance abuse history, current prescription drug use, and reasons. In 


For example, in a Drug Benefit News article representatives of pharmacy benefit plans acknowledged 
that payers and plans have a large responsibility in addressing prescription drug abuse, and identified a 
number of potential areas for payers to focus on. including increasing the frequency of monitoring of 
patients using controlled prescription medicines, promoting the use of consensus guidelines, developing 
additional educational and awareness efforts, and making better use of medication history to identify 
potential prescription drug abuse. Drug Benefit News. PBMs, Payers Need More Focus on Curbing Spike 
in Rx Pain Med Abuse, July 30. 2010 (vol. 1 1, no. 15). 
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addition, all health care providers should be educated regarding the signs of addiction and 
to be alert to drug seeking behaviors, including "doctor shopping." As another example, 
the Centers for Medicaid and Medicare Services (CMS) could explore incentives for the 
use of electronic health records (EHRs) to allow pharmacy medication data to auto- 
populate EHRs to ensure that the use of EUR technology improves the quality of patient 
care. Identifying new ways to facilitate electronic exchange of pharmacy claims data, as 
well as other medical data, would facilitate a more accurate picture of the patient's 
medication history by allowing providers to view a patient’s active medication list and 
history within the EHR, resolve any identified discrepancies, compare any new 
medications with the list, receive prompts about medication interactions or allergies, and 
easily share the updated and verified information with the patient and other appropriate 
providers. 

We support related efforts by the Substance Abuse and Mental Health Services 
Administration (SAMHSA) to consider how health information technology can be 
incorporated into a broad range of activities that include but are not limited to exploring 
the use of pharmacy and medical provider information from individual State PDMPs, and 
NASPER to inform state and community treatment and prevention programs, including 
community coalitions, to identify and provide local, real time information regarding 
questionable prescribing practices. 

/)v,ye,v.v the effectiveness of PDMPs and explore enhancements. 

Federal law provides grants to the states to create prescription drug monitoring programs 
(PDMPs), which are databases in which medical professionals enter information related 
to prescription medicines identified as controlled substances by the DEA, PDMPs can 
help prevent abusers from obtaining prescriptions from multiple doctors and help identify 
inappropriate prescribing patterns. According to the National Alliance for Model State 
Drug Laws, as of July 15, 2010, 43 states have enacted legislation enabling the 
establishment of a PDMP, of which. 33 states have operational programs,^' 

While federal law sets out certain parameters for states to receive grants for PDMPs, the 
specific attributes of PDMPs vary widely across the states. In addition, PDMPs vary in 
terms of the outcome measures of interest. For PDMPs applying for federal funding, the 
Bureau of Justice Assistance has identified the principal impact measure as simply a 
reduction in the rate at which members of the general population use prescription drugs 
inappropriately to be based on National Survey on Drug Use and Health prevalence 
data.^’ Other PDMPs may identify as desired outcomes (1) an increase in the number of 
referrals to treatment, and (2) a reduction in the number of prescribers who engage in 
inappropriate behavior. 


National Alliance for Model State Drug Laws. Status of State Prescription Drug Monitoring Programs. 
http:;7vvvvw.namsdl.org.''documents, NtatusofStatesJulyl520l0.pdf. 

Bure.iu otMiistice Assistance, Guidance for Harold Rogers Prescription Drug Monitoring Program (PDMP) Grantees 
on Responding to Performance Measures (hUp://w'W'w.ojp.u.sdoj.gov/BJA/pdPPDMPPerfMea,sureGuide.pdO. 
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Programs and initiatives to promote removal of unused and expired medicines from the 
home are generally implemented with the goal of reducing the misuse and abuse of 
pharmaceuticals by reducing the access to such medicines in the home and/or preventing 
accidental overdoses. To fully assess the benefit of a program and, by extension, its cost- 
effectiveness, we continue to urge evaluations of their efficacy relative to its stated goal. 
As such, any discussion of program outcomes should be augmented with a consideration 
of the programs' goals and their relationship with those measurable outcomes. 

As part of a comprehensive strategy designed to reduce and/or prevent prescription drug 
abuse, the utility and effectiveness of PDMPs to assist in the identification of 
inappropriate prescribing practices and the identification of prescription drug abusers 
should be assessed. Key considerations with respect to assessing the utility of PDMPs in 
reducing or preventing prescription drug abuse include: 

• Interoperability across state lines, 

• Appropriately populated with data from prescribers, 

• Adequate funding and routine updating to serve as a reliable data source, 

• Operate as “real-time” databases or static data files, 

• Outcome measures tracked by the state that are appropriately matched to 
identifiable policy goals such as increasing the number of referrals for treatment, 

• Assessment of extent to w'hich PDMPs are incorporated into health care 
providers’ clinical practices, 

• Assessment of provider perspectives on PDMP effectiveness and administrative 
burden; 

• Detailed outcome assessments for providers using PDMPs versus those not using 
PDMPs, that is, how patient-level outcomes differ,^^ 

• An understanding regarding whether and to what extent PDMPs have impacted 
fraud and related criminal investigations, and 

• Understanding any gaps in PDMP data resulting from mail-order and internet 
purchases. 

Address challenses related to research and development of new medicines to treat 
addiction and medicines with reduced potential for abuse. 

Congress could promote efforts, both in the public and private sector, to address 
challenges in the research, development and approval of new medicines that can treat 
addiction and medicines with a reduced potential for abuse. The federal agencies with 
key roles in the approval and oversight of prescription drugs could be regularly convened 
to share ideas and perspectives on their relevant roles in helping prevent prescription drug 
abuse and to help promote comprehensive policies that could help further the 
Administration’s goal of reducing prescription drug abuse. 


Possible outcome mea.sures could include, of those identified as abusing prescription medicines, what 
percentage are prosecuted and sentenced and do they have access to treatment, what percentage are referred 
to treatment, is there adequate treatment capacity in the comntunity, do those identified have better 
treatment outcomes due to earlier intervention in the drug abuse cycle, do those identified have fewer 
emergency department visits and hospitalizations. 
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Another potential way to address challenges related to medication development would be 
for the FDA to provide additional guidance to sponsors on the clinical trial and approval 
requirements for products with abuse-resistant formulations/dosing regimens. 

At the same time, however, any new policies should not present potential barriers to 
patient access to needed medicines. 

Medications to Treat Addictions 


A number of promising medicines are in the pipeline to treat addiction ranging from 
vaccines for nicotine and cocaine addiction to medicines to treat alcoholism and opioid 
dependence, as well as combination medicines and personalized medicines. However, 
research and development of medicines remains costly, risky, and very challenging, and 
clinical trials are becoming more complex,^'* The complexities related to developing 
medicines to treat addiction are compounded by challenges related to clinical trial 
recruitment and retention, ensuring patient access to addiction medicines, and obtaining 
adequate reimbursement and coverage of addiction medicines. While it is important for 
the public and private sector to continue to explore ways to develop new medicines to 
treat addiction, it is equally important to ensure access to these medicines and other 
treatment services, including via education of the health care community regarding how 
to screen for and treat drug abuse. We urge an increased emphasis within I IMS and with 
private payers to address this ongoing challenge and to continue to explore how to further 
incentivize research and development of medicines to treat addiction. 

Medications with Reduced Potential for Abuse 


The biopharmaceutical industry faces similar issues in the development of medicines that 
are abuse resistant or deterrent. Reformulations, for example, can decrease abuse 
potential but require substantial research and development investment to demonstrate 
safety and efficacy with no guarantee of approval by the FDA. The lack of clear 
standards for assessing tamper-resistance has resulted in an unpredictable regulatory 
process. In addition, once approved, there is no guarantee that pharmacy benefit 
managers will favorably place or include these products in their formularies. In 
developing a comprehensive prescription drug abuse policy, resolution of potential 
barriers to research and development in this area is an important element. 

Promote the enforcement of existins laws that can helv deter abuse of presermtion 
drues as a key taw enforcement priority. 

Congress is uniquely positioned to encourage state, local, and federal law enforcement 
officials to use their full arsenal of existing enforcement authorities to deter prescription 
drug abuse. By increasing the emphasis on the enforcement of exi.sting law's, financial 
incentives for illegal activities will be reduced, and the risks for those seeking to divert 
and profit from the illegal sale of prescription medicines will be increased. Areas of focus 
could include: 


See, for example, J. DiMa.si and H. Grabowski, "The Cost of Biopharmaceutical R&D: is Biotech 
Different?," Managerial and Decision Economics, 2007. 


10 



233 


• Increased enforcement of existing prohibitions on sales of prescription drugs 
without a doctor's prescription or without an in-person medical evaluation could 
be encouraged. 

• Consider limiting online sales of prescription medicines only to those Internet 
sites operating in compliance with all state pharmacy laws, per a recent report 
from the Joint Strategic Plan on Intellectual Property Enforcement, which 
references ongoing IJ.S. government efforts to prohibit paid advertising for illegal 
on-line pharmaceutical vendors and to explore means to ensure those operating in 
violation of relevant laws can be subject “to the full reach of law enforcement 
jurisdiction.""^ 

• Ensure adequate resources for training law enforcement in pursuing investigations 
in this area and promoting information-sharing across jurisdictions as appropriate 
to ensure successful inve.stigation and prosecution of health care fraud. 

Expand educational efforts related to the proper disposal of unused and expired 
prescription medicines and secure storaee of prescription medicines. 

As discussed previously, PhRMA believes that prompt and proper disposal of unused and 
expired medicines Is an important tool to help prevent the diversion and abuse of 
prescription medicines. Equally important is the secure storage of prescription medicines 
for a number of reasons, including to help consumers organize and keep track of their 
prescription medicines and to ensure that a child, teenager, or even a stranger does not 
gain inappropriate access to prescription medicines, in addition, ensuring medicines are 
stored properly will prevent damage to medicines and help reduce the potential for 
accidental injury. Efforts such as the SMARxT DISPOSAL campaign, a partnership 
between PhRMA, the U.S. Fish and Wildlife Service and the American Pharmacists 
Association, educate consumers on how to quickly and easily dispose of any unused 
medicines in a safe and environmentally protective manner in their household trash. 

V. Spotlight on Select Activities by PhRMA Related to Preventing Prescription 
Drug Abuse 

As stated, PhRMA views increasing awareness and education as fundamental to the 
prevention of prescription drug abuse. W'e have worked collaboratively with the medical 
community, drug abuse prevention organizations, and others on educational efforts to 
prevent the misuse and abuse of prescription drugs. Select examples of PhRMA 
initiatives include those described below. 

Development of a school curriculum to prevent abuse of prescription and over-the- 
counter drugs. The curriculum is comprised of components for students (in grades 5 
through 12) as well as presentations for parents (information available at 
http://www.dare-amcrica.eom/home/featurcs/documents/RxOTClnfoFlyer.pdf). This 
curriculum was created by D.A.R.E. America (Drug Abuse Resistance Education), with 


“2010 Joint Strategic Plan on Intellectual Property Enforcement,” (June 2010), available at: < 
http;/7www. vvhitehou.se. gov/sites/default/ftles.Jonib/assets,/intellectuaiproperty/intellectualproperty strategic 
plan.pdf >. at 17. 
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the support and expertise of law enforcement officials; PhRMA; Abbott; the Consumer 
Healthcare Products Association (CHPA); and a number of other organizations, including 
the White House Office of National Drug Control Policy (ONDCP), the Drug 
Enforcement Administration (DEA), the Food and Drug Administration (FDA), NIDA, 
the Substance Abuse and Mental Health Services Administrations’ Center for Substance 
Abuse Treatment (SAMHSA/CSAT) and the Partnership for a Drugfree.org. 

A tool kit and brochure to raise awareness of the dangers of abusing over-the- 
counter cough medicines, alcohol, and prescription drugs. In collaboration with the 
Community Anti-Drug Coalitions of America (CADCA) and CHPA, PhRMA developed 
a 16-page newspaper supplement distributed nationwide as well as online, entitled “Stay 
Smart, Don't Start: The Truth About Drugs and Alcohol” (available at 
http ://www, nieteacher.org/staysmarl. pdf) to educate youth and parents about the dangers 
of abusing over-the-counter cough medicine and prescription drugs as well as a brochure 
targeting teenagers entitled “The Real Truth About Rx and Od'C Medicine Abuse” 
(available at http://www.otcsafety.org/Media/l290960005273 ! 7246.pdf), 

Study of health care provider attitudes in collaboration with Partnership for a 
Drug-Free America (PDFA). PhRMA and PDFA (now Partnership at Drug Frec.org) 
assessed healthcare provider attitudes as to their need for more information on 
prescription drug abuse for their patients. Many specialties stated they received 
information through their journals or their respective professional associations but several 
groups expressed the need for more patient-friendly materials for use in the emergency 
room, dental offices, orthopedic offices, nurse practitioner locations, etc. Through these 
interviews, we were able to assess the need for additional materials and educational 
opportunities, as well as guide them to valuable re.sources within the prevention and 
treatment community. 

Educational toots and guidelines to prevent the misuse and abuse of prescription 
medicines targeting undergraduate and graduate students. In collaboration with the 
Washington Health Foundation, a program to improve health for the people of 
Washington state, PhRMA along with a diverse group of stakeholders reeently unveiled a 
new initiative that will help educate college students in W'ashington state about the proper 
use of medicines and provide resources to help prevent the abuse and misuse of 
prescription drugs and over-the-counter products. The tools and guidelines available 
online (available at http://www.whf.org/my-health) were developed by other young 
people and the site is exclusively maintained by current undergraduate and graduate 
student interns from across the state. Key elements of the Washington state initiative 
include the use of resident assistants in college dormitories to conduct peer-to-peer 
education and the use of university healthcare clinic staff to increase awareness of the 
misuse or abuse of prescription drugs. 

Educational efforts related to the proper disposal of unused and expired 
prescription medicines and secure storage of prescription medicines. According to 
the 2009 National Household Survey on Drug Use and Health, 55.3 percent of those who 
reported non-medical use of prescription pain relievers reported that they obtained them 
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from a friend or relative for free, if you also include the number who reported buying 
them from a friend or relative, or taking them from a friend or relative without asking the 
percentage increases to 70.2 percent in 2008.’'^ PhRMA supports educational efforts to 
promote prompt and responsible disposal of unused and expired prescription medicines. 
As a practical matter, any medicine that appears damaged, discolored, or otherwise 
different from when the prescription was initially filled should be disposed of promptly 
and properly. PhRMA partnered with the U.S. Fish and Wildlife Service and the 
American Pharmacists Association to create the SMARx'F DISPOSAL program (see, for 
example, www.SMARxTDISPOSAL.net) to help educate consumers about how to 
properly and safely dispose of medicines in an environmentally-friendly manner. This 
educational program outlines how in just a few small steps, consumers can promptly, 
safely, quickly and easily dispose of any unused or expired medicines in their home. 

VI. Conclusion 

In conclusion, tackling the increasing problem of prescription drug abuse is a shared 
responsibility. There is no single solution that will effectively reduce or eliminate the 
rates of prescription drug misuse or abuse. PhRMA stands ready to engage in the 
dialogue around this public health issue and to work with relevant stakeholders to help 
address the problem. 

Prescription medicines save and improve lives every day but when used inappropriately, 
devastating consequences can result. At the same time, patients need continued, 
uninterrupted access to the prescription medicines that allow them to live longer, 
healthier lives. Any policies in this area should not unintentionally create barriers to 
patient access to needed medicines. Appropriate use of medicines is an important issue to 
all of our member companies, and we look forward to working with the Subcommittee, 
members of Congress, and other stakeholders on these important issues, 


Resiihs from !lw 2009 NaOonal Sun'ey on Drug Use and Health (NSDUH): National Findings. SAMHSA (2010) 

Substance Abuse and Menial I lealth Services Adnunistration, Results from the 2009 National Survey on Drug Use and Health: 
National Findings, September 2010: table 6.47B. 
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Mrs. Bono Mack. Thank you. 

Mr. Mayer. 

STATEMENT OF MICHAEL S. MAYER 

Mr. Mayer. Madam Chair, Ranking Member Butterfield and Mr. 
Lance, I appreciate the opportunity to appear before you today. I 
am here today representing MedReturn. MedReturn is a subsidiary 
of Frank Mayer and Associates, an 80-year-old family-owned com- 
pany in Grafton, Wisconsin. Our core business is designing and 
manufacturing in-store displayers, merchandisers and interactive 
kiosks for Fortune 500 companies. 

Our involvement in the issue of prescription drug abuse stems 
from the commitment to provide a safe, secure, sustainable and en- 
vironmentally friendly way to help law enforcement agencies and 
communities collect unwanted or expired prescription medication 
and over-the-counter drugs. 

The genesis of MedReturn began over 3 years ago when I chal- 
lenged the associates in my company to research and develop new 
ideas. The challenge was called WITT, Wish I’d Thought of That. 
As we began investigating the prescription drug disposal issue, we 
quickly became aware of the management of prescription medica- 
tion and drugs that sit unused or expired in our medicine cabinets. 
We began researching and looking for existing take-back programs 
and realized there was no consistent method or program available. 
Over a 2-1/2-year period, we developed, prototyped, presented, test- 
ed, improved and produced the MedReturn drug collection unit. 
Noting the importance of education, we incorporated a sizable 
graphic panel that States and communities can customize. 

We launched MedReturn at the International Association of 
Chiefs of Police conference in October 2010. To date, our drug col- 
lection has been placed in 50 police and sheriffs departments across 
11 States. We helped implement only the second county-wide ongo- 
ing drug collection program in the United States. 

Attached statements from law enforcement agencies confirm the 
positive response of their communities to sustained drug collection. 
Lieutenant Tim Doney of the Medford, Oregon, Police Department 
notes usage of their program is so heavy, they are emptying the 
collection unit at least 4 days a week. Other e-mail feedback we 
have received illustrates the demand for permanent medicine re- 
turn programs. Sheriff David Peterson of Waushara County, Wis- 
consin, reports collecting 200 to 250 pounds of medication in 3 
months, and Lieutenant Wayne Strong believes the Madison, Wis- 
consin, Police Department has collected 230 pounds in that same 
time frame. 

What started as an effort to supplement our core business has 
quickly evolved in a passionate desire to be a smart part of the so- 
lution to the prescription drug abuse problem. We have devoted 
and continue to devote significant amounts of time and money to 
let State and local law enforcement agencies and community 
groups know we are available to answer inquiries. We know the 
DEA is working toward finalizing regulations that implement the 
Secure and Responsible Drug Disposal Act of 2010. We have talked 
with hundreds of law enforcement officers. Many of them are ask- 
ing us how to implement their programs. Others believe the collec- 
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tion and disposal process is too complicated. Others insist on re- 
cording and inventorying all collected medications and others don’t 
realize the scope of the problem. 

We believe a lack of understanding may be a deterrent to estab- 
lishing a permanent take-back program. We also find a varied in- 
terpretation of what constitutes safe disposal. Some departments 
accept pills in a bottle while others want pills placed in plastic 
bags. Others will hold the collected contents until the annual Take 
Back Day. One officer admitted he collected the drugs but then 
flushed them down the toilet. Ideally, we would like to refer poten- 
tial users of MedReturn to a central resource that outlines Federal 
and State requirements and best practices. 

At MedReturn, our vision is a sustainable, nationwide program 
as widely available as plastic, glass and paper recycling are today. 
By our calculation, there are some 30,000 communities that could 
benefit from a take-back program. We are in the process of seeking 
corporate or foundation partners that might speed this process. 

We appreciate the amount of attention prescription drug abuse 
is receiving from Members of Congress and the Administration. We 
hope you will continue to consider the challenges of those who want 
to establish a sustainable drug collection program at the grassroots 
level. We stand ready to serve as a resource in any way that is ap- 
propriate. Thank you. 

[The prepared statement of Mr. Mayer follows:] 
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Summary of the Testimony of Michael S. Mayer, President, MedReturn, LLC 
Before the Subcommittee on Commerce, Manufacturing and Trade 
Hearing - "Warning: The Growing Danger of Prescription Drug Diversion" 
April 14, 2011 


Over a 2 K year period, our company developed, prototyped, presented, tested, improved and 
produced a safe, secure and sustainable enclosure, the MedReturn Drug Disposal Unit, to 
collect expired and unwanted prescription medication and over the counter drugs. 

We began researching and looking for existing collection and take-back programs and realized 
there was no consistent method or program available. 

What started as an effort to supplement our core business has quickly evolved into a 
passionate desire to be a small part of the solution to the prescription drug abuse problem. 

Feedback we have received illustrates the demand for permanent medicine return programs 
and a successful response in communities that have implemented one. 

As a result of our continued efforts, MedReturn is in touch with many people with a stake in 
drug abuse prevention at the grass roots level. This vantage point gives us insights into the 
challenges of implementing a sustainable prescription drug take-back program and the need for 
clear best practices. 

We have talked with hundreds of law enforcement officers. Many of them are asking us for 
guidance to implement their programs. We believe for some lack of understanding of how to go 
about implementation may be a deterrent to establishing a permanent take back program. 

We also find a varied interpretation at the state and local level of what constitutes safe 
disposal. 

In an ideal world, we would like to be able to refer users of MedReturn to a resource that 
clearly outlines federal requirements and best practices, links to a state agency point of 
coordination and state disposal regulations, and enumerates sources of funding. 

At MedReturn, our vision is a sustainable nation-wide program as widely available a practice as 
plastic, glass and paper recycling are today. By our rough calculation there are some 30,000 
localities that could benefit from ongoing drug collection, and we have only begun to scratch 
the surface in this country. 

We hope you will continue to consider the challenges of those who want to establish a 
sustainable drug collection program at the grass roots level. We stand ready to serve as a 
resource in any way that is appropriate. 
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Madame Chair, Ranking Member Butterfield and members of the Subcommittee on Commerce, 
Manufacturing and Trade, I appreciate the opportunity to appear before you today. I am Mike 
Mayer, President of MedReturn. Our involvement in the issue of prescription drug abuse stems 
from the commitment to provide a safe, secure, sustainable and environmentally friendly way 
to help law enforcement agencies and communities collect unwanted or expired prescription 
medication and over the counter drugs. 

MedReturn is a subsidiary of Frank Mayer & Associates, Inc., an 80 year old, family-owned 
company in Grafton, Wl a suburb of Milwaukee. Our core business is designing and 
manufacturing in-store displays, merchandisers and interactive kiosks for companies such as 
Walmart, Nintendo, LEGO, Walgreens and Microsoft, to name a few. 

The genesis of MedReturn was over 3 years ago when I challenged the associates in my 
company to research and develop new ideas. The challenge was called WITT (Wish I'd Thought 
of That). As we began investigating the prescription drug disposal issue, we quickly became 
aware of the magnitude of prescription medication and drugs that sit unused or expired in our 
medicine cabinets. It is staggering to think that over 10 million prescriptions are filled on a daily 
basis. The impact of their diversion manifests itself in misuse, abuse and accidental poisonings. 
Improper disposal contributes to the pharmaceutical waste that ends up in our environment, 
and we are just beginning to study those consequences. 

We began researching and looking for existing collection and take-back programs and realized 
there was no consistent method or program available. We discovered a pharmacy in Virginia 
that placed a fishbowl on a counter for the public; old mailboxes repainted; open bins and 
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barrels; mailback envelopes and law enforcement agencies that called officers off of the street 
to accept expired medications. Over a 2 % year period, we developed, prototyped, presented, 
tested, improved and produced a safe, secure and sustainable enclosure to collect expired and 
unwanted prescription medication and over the counter drugs. Noting the importance of 
education, we incorporated a sizeable graphics panel that states and localities can customize to 
fit their objectives and policies. 

We launched Med Return at the International Association of Chiefs of Police conference in 
October 2010. At the writing of this testimony, our drug collection unit has been placed in 50 
police and sheriff's departments across 11 states. We have appended statements to our 
testimony from law enforcement agencies confirming the positive response of their 
communities to the availability of an ongoing collection program. Lieutenant Tim Doney of the 
Medford, Oregon Police Department notes usage of their program is so heavy they are 
emptying the collection unit at least four days a week. 

Other email feedback we have received illustrates the demand for permanent medicine return 
programs. Sheriff David Peterson of Waushara County, Wisconsin reports collecting 200 to 250 
pounds of medication in three months, and Lieutenant Wayne Strong believes the Madison, 
Wisconsin police department has collected 230 pounds in that time period. 

We helped implement the second county-wide ongoing drug collection program in the US. In 
establishing that program, Lieutenant Rodney Galbraith of the Ozaukee County, Wisconsin 
Sheriffs Department said, "From my perspective if the take back program can prevent even 


one tragic overdose death then it will have been worth it." We are in discussion with a state 
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that wants to place 5 test units prior to implementing a state-wide program. And we continue 
to fulfill individual law enforcement orders on a daily basis. 

What started as an effort to supplement our core business has quickly evolved into a 
passionate desire to be a small part of the solution to the prescription drug abuse problem. We 
have devoted and continue to devote significant amounts of time and money to let state and 
local law enforcement agencies and community groups know we are available and to answer 
their inquiries. We know the DEA is working toward finalizing regulations that implement the 
Secure and Responsible Drug Disposal Act of 2010 that members of this subcommittee 
supported. We also know it will be some time before the regulations and policies are in place. 
We applaud the DEA and White House Office on Drug Control Policy for establishing one-day 
take back programs while working to make sustainable programs commonplace. 

This whole realm of government regulation is new to us. We are more accustomed to dealing 
with the exacting requirements of Underwriters Laboratories (UL) than federal and state 
governments. Nonetheless, we are here today because we would like the members of this 
subcommittee and all those who touch the issue of prescription drug take-back programs to 
know that it could be easier for law enforcement agencies and communities to implement an 
always available program than it currently is. 

We see the implementation of medication collection programs as a great opportunity for 
members of the community to coalesce around the cause of protecting a vulnerable 
population, our teens and young adults. A true community-wide effort can enlist groups 
ranging from parents, school administrators, business people, anti-drug coalitions, 
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environmental interests, pharmacists, and law enforcement. In the end, it is law enforcement 
that is on the front lines of medication return. 

Those of us in this room know that only law enforcement officers are allowed to receive 
unwanted or expired prescription drugs. We have talked with hundreds of law enforcement 
officers. Many of them are asking us how to implement their programs; others believe the 
collection and disposal process is too complicated; others insist on recording and inventorying 
all collected medications; and others don't realize the scope of the prescription drug abuse 
problem. We believe for some lack of understanding may be a deterrent to establishing a 
permanent take back program. 

We also find a varied interpretation of what constitutes safe disposal. Some departments 
accept pills in the bottle (name removed or marked out because of HIPA laws) while others 
request individuals to empty just pill contents into a plastic bag before depositing into the 
collection unit. Others will hold the collected contents until the annual take-back day. One 
officer admitted that he collected the drugs to get them out of harm's way but then flushed 
them down the toilet. 

in an ideal world, we would like to be able to refer users of MedReturn to a resource that 
clearly outlines federal requirements and best practices, links to a state agency point of 
coordination and state disposal regulations, and enumerates sources of funding. The Office of 
National Drug Control Policy has performed a helpful service listing an agency for each state 
that may be a touch point on this issue. Often these links lead to the home page of a state 
website, but quite a bit of searching is required to discover what may be going on in the area of 
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drug take-back at the state level. Local law enforcement sometimes doesn't realize they can 
look beyond the resources of law enforcement to implement a program. In reality there are 
many agencies that impact this issue, even though drug take back may not be a specifically 
enumerated activity. 

The statistics illustrating the magnitude of prescription drug abuse are staggering. Over 27,000 
drug abuse deaths occurred in 2007. Every day 2500 teens use prescription drugs non-medically 
for the first time. We know in the future states and communities will be able to move more 
quickly to establish permanent drug take back programs. At MedReturn, our vision is a 
sustainable nation-wide program as widely available a practice as plastic, glass and paper 
recycling are today. By our rough calculation there are some 30,000 localities that could benefit 
from ongoing drug collection, and we have only begun to scratch the surface in this country. 

We are in the process of seeking corporate or foundation partners that might speed this 
process along. 

We appreciate the amount of attention prescription drug abuse is receiving from Members of 
Congress and the Administration. We hope you will continue to consider the challenges of 
those who want to establish a sustainable drug collection program at the grass roots level. We 
stand ready to serve as a resource in any way that is appropriate. 
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246 



PaiCE INVESTIGATIONS 



PHONE; (541)774-2230 

FAX: (541) 774-2570 

City Web Page; www.d.medford.of.us 

PoliceE-Mait: Daclmed@d.medfofd.or.u5 


CITY OF MEDFORD 

411 WEST 8TW STREET 
MEDFORD, OR 97S01 


Aprils, 2011 


Re: Drug Collection Units/Turn-In Events 

To Whom It May Concern: 

In the spring of 2010, the Medford Oregon Police Department was approached by the Jackson County Medical 
Alliance (Non-Profit/Philanthropic Organization) about partnering for a prescription drug tum-in event to be 
held at the Rogue Valley Mall. The idea behind the program was to get unused and expired prescription drugs 
out of the medicine cabinet and destroyed without having them litter our landfills and'or waterways'''systems. 
This event was a huge success with almost 500 pounds collected. 

In late September, we partnered with the DEA on the national turn-back day and again collected several 
hundred pounds. 

At that time, the Medford Police Department decided to research the purchase and installation of a dedicated 
and fixed prescription drug tum-in box/receptacle to be located in our lobby. In October 2010, department 
representatives attended the lACP conference in Orlando Florida and entered a drawing in which the 
department won a MedRetum Drug Collection Unit that has since been installed in our department lobby. This 
was advertised locally by the media and literally within the first 10-15 minutes after being installed, we had 
citizens dropping outdated/unused prescription medication in the box. It has seen a steady stream of discarded 
medications since that date which has necessitated that it be emptied no less than 4 days a week. 

In November 2010, we participated in yet another community collection drive for unused/expired prescription 
medications and currently are in preparation for the upcoming April 30*^ National Tum-In event sponsored by 
the DEA. 

This program is extremely popular with the community and media. In addition, we have been contacted by 
both local landfill and the wastewater treatment operators who have expressed their appreciation and support 
for this important program. We believe it lessons the chances of theft and abuse of prescription medications in 
addition to helping our environment by keeping the medications out of our landfills and waterways via the 
wastewater treatment system. 

If I can be of further assistance, please contact me at 541-774-2205. 

Sin^ely, \ 

''uL:. *-ski3 

Lt. Tim Doney 

Medford Oreg^ Police Department 
Tim.Donev(a>citvofmedford.org 
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Ozaukee County Sheriffs Office 

Maury Straub, Sheriff 

1 201 S. Spring Street • P.O. Box 245 • Port Washington, Wisconsin 53074-0245 


4/11/11 

United States House of Representatives 
Subcommittee on Manulacturing, Commerce and Trade 
Washington DC, 20515 

Greeting;, 

I was asked to provide comments on Ozaukee County’s Law Enlbrcement initiative oftaking 
back unused prescription medical'ionsateach law enforcement agency facility in Ozaukee 
County. In February of 201 1 Ozaukee County Law Enforcement agencies adopted a county 
wide program utilizing a collection enclosure provided by MedReturn, a local manufacturing 
firm, which allows citizens to deposit unused medications at their local law' enforcement agency. 

Astiie commander of the Ozaukee County SherilT.s Department's Anti DrugTask Force I have 
found that the abuse of prescriptbn medications has become one of the top two drug abuse 
problems in Ozitukce County. Prescription drug abuse is often a precursor to heroin abuse. The 
deadly combination of prescription medication and heroin overdoses are destroying the lives and 
femilie.s ofloo many Ozaukee County residents. 

The program effectively allows families an environmental friendly option in disposing of unused 
medication-s in a timely foshion. It assures that family members, friends or other guest who may 
be an addict don’t have an opportunity to get their liands on unused prescription medications. 

From my perspective if the take back program can prevent even one tragic overdose death then it 
will have been worth it. 

If I can be of any further assistance please feci free to contact me and thank you for the 
opportunity to share my comments. 

Lt. RodfKjy Galbraith 
Ozaukee County Sheriffs Department 
Detective Bureau''Drug Unit 
262-284-8468 
262-238-8468 
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SoLDOTNA Police Department 




April 10, 2011 

Mr, Mike Mayer, President/COO 
MedReturn, LLC 
PO Box 902 
Grafton, Wl 53024 


Dear Mr. Mayer, 


In response to your query, I am writing to tell you that we are very pleased with the community 
response to our Drug Return Program. Since installing our Medreturn box in late January, we 
have taken in approximately 900 tablets of controlled substance prescription medication. We 
are pleased to know that these drugs will now be disposed of properly and we won't have to 
fear them causing contamination of local groundwater or our adjacent, world renowned Kenai 
River King Salmon habitat. 


We recognized the need for a full time disposal site when we participated in the National Drug 
Return day last September and were inundated by citizens seeking to rid themselves of old 
medications. Your Medreturn box has provided the perfect depository for accepting the drugs 
from the public. Because it allows people to drop off drugs anonymously, they are not deterred 
by fear or embarrassment. We believe the program will reduce the numbers of children who 
accidentally ingest drugs, as well as reduce the number of pills which are illegally sold or 
otherwise abused in our city. 


For more information of our program I would direct you to our website where you will find 2 
references: http://www.ci.soldotna.ak.us/press releases.html and 
http://www.ci.soldotna.ak.us/drug drop.html , 


Respectfully, 


John H. Liickins, Jr 

Soldotna Police Depajrtment 

Chief of Police 

44f 1 0 Sterling Hwy » Soldotna, AK 99£ 
(907)262-4455 Fax: i -866-596-2995 
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Mike Mayer - President/COO 

Mike represents the third generation of active family management in a company started by his 
grandfather in 1931, He brings over 25 years of experience in the point-of-purchase and merchandising 
industry, and has been instrumental in extending FMA’s growth by directing FMA’s successful entry into 
the interactive and kiosk marketplaces. 

Frank Mayer & Associates, Inc. 

President/COO 1996-present 

MedReturn, LLC 

President 2008-present 

University of Wisconsin-Whitewater 

1980-84 

BA-Business Administration 

TEC (The Executive Committee) 

199S-present 
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Mrs. Bono Mack. Thank you, Mr. Mayer. 

Mr. Coyne. 

STATEMENT OF PATRICK COYNE 

Mr. Coyne. Good morning, Madam Chair and distinguished 
members of the subcommittee. It is a great honor that I testify 
today regarding pain management and the potential implications 
for patients in need of pain relief from diagnosis to survivorship. 

My name is Patrick Coyne. I have been a clinical nurse specialist 
for over 25 years, focusing on pain management and symptom con- 
trol, typically in cancer patients. I am the Clinical Director of the 
Thomas Palliative Care Services within the Massey Cancer Center 
at Virginia Commonwealth University in Richmond. In my role, I 
care for individuals on a daily basis who are dealing with life-lim- 
iting diseases and significant issues with pain. The patients I care 
for are from all walks of life, living in both urban and rural areas 
throughout the Commonwealth. I also teach in the schools of nurs- 
ing and schools of medicine in our university and beyond. Today I 
represent the Oncolo^ Nurses Society, ONS, the largest profes- 
sional oncology group in the United States composed of more than 
35,000 nurses and other health care providers. 

I would be naive not to recognize that the problem of opiate di- 
version is a very severe one and can destroy both patients, families 
and communities. More must be done to treat the significant issue. 
However, what about those patients who live daily with intrac- 
table, unrelenting pain? Daily, I encounter patients who will not 
see their next birthday and often travel hours to see someone with- 
in our institution for appropriate analgesia because their local 
health care provider is uncomfortable with prescribing the medica- 
tions the patients need or fearful that their license may be revoked 
for using too much opiate pain medication. 

This population of patients is frail, dealing with countless issues, 
which I hope I never have to, and often has no voice. I hope to be 
their voice and ensure their comfort. I also wish to support their 
privacy so that nobody needs to know about their illness unless 
they choose to release this information. 

The challenges within pain management are many. Individuals 
respond differently to different medications including oxycodone. 
Many clinicians receive far inadequate training in prescribing anal- 
gesics, assessing pain and other treatment options and have false 
concerns regarding the role of analgesics. Certain areas in this 
country have limited resources for managing pain well. We know 
adequate pain management as demonstrated in several studies can 
increase both survival and quality of life for patients with life-lim- 
iting diseases. Caregivers often suffer from depression and finan- 
cial impact when pain is poorly controlled. Pain is a serious and 
costly public health issue. Unmanaged pain is a tragedy. What 
really seems to be the tragedy is this patient population may suffer 
because of those conducting illegal activities. 

Pain management is challenging in any population. Cancer pa- 
tients fear pain as do their families, but what of cancer survivors 
who suffer daily in pain but are disease-free? Consider those indi- 
viduals with pain from poor cardiac output, sickle cell disease or 
burn injuries as examples of just a few populations of patients who 
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may be at risk without the availability of certain opiates. Addiction 
and misuse of analgesics is exceedingly rare in patients in pain yet 
they may carry the burden and suffer the decisions made by others. 

All discussion about the issue of opiate pain medications needs 
a balanced exploration of the risks but also the benefits of the 
medications when used appropriately. Limiting a pain medication, 
any medication, might take a very safe option away from countless 
patients living with moderate or severe pain. Education of pre- 
scribers is clearly needed to better assess pain and implement ap- 
propriate treatment options but limiting options may ruin many in- 
dividuals’ lives. 

I have treated many patients with oxycodone, OxyContin and 
other analgesics, mostly cancer patients who have not tolerated 
other medications or did not get adequate relief from other opiate 
or non-opiate pain medications. Patients and their families need 
better education and support regarding the safe and appropriate 
use of, storage and disposal of medications. The needs of countless 
patients suffering in pain need to be part of this and any discus- 
sion. 

I want to thank you for your time and commitment regarding 
this exceedingly important subject. I have devoted my life to pain 
management and I fear that many patients I care for may suffer 
if poor decisions are made regarding pain management, and I wel- 
come your time and questions. Thank you very much. 

[The prepared statement of Mr. Coyne follows:] 
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April 14, 2011 

House of Representatives Committee on Energy and Commerce 
Subcommittee on Commerce, Manufacturing, and Trade 
“Warning: The Growing Danger of Prescription Drug Diversion” Hearing 
Oncology Nursing Society Testimony 
Delivered by Patrick Coyne, MSN, APN, FAAN 


Good morning Madam Chair and distinguished members of the Subcommittee. It is with 
great honor I testify today regarding pain management, specifically H,R.1316, and its 
potential implications on patients in need of pain relief, from diagnosis through 
survivorship. 

My name is Patrick Coyne and 1 have been a clinical nurse .speciali.st for over 25 years 
focusing on pain management and symptom control, typically in cancer patients. I am the 
Clinical Director of the Thomas Palliative Care Serviees within Massey Cancer Center at 
Virginia Commonwealth University in Richmond, Virginia. In my role, I care for 
individuals on a daily basis who are dealing with life limiting diseases and significant 
issues w'ith pain. The patients I care for are from all walks of life, ages, living in both 
urban and rural areas throughout our Commonwealth. 1 also teach within the schools of 
nursing and medicine within our University and beyond. 

Today, I represent the Oncology Nursing Society (ONS). ONS is the largest professional 
oncology group in the United States, composed of more than 35,000 nurses and other 
health professionals. We exist to promote excellence in oncology nursing and the 
provision of quality care to those individuals affected by cancer. As part of its mission, 
the Society honors and maintains nursing’s historical and essential commitment to 
advocacy for the public good. 

ONS maintains a long-standing commitment to ensuring that all people with cancer 
related pain have access to the quality pain and symptom management care, services, and 
therapies they need and deserve. 

We represent the range of nurses involved in the delivery of cancer care, including 
registered nurses and advanced practice nurses. RNs administer pain medication and seek 
changes, as needed. Advanced practice nurses, such as nurse practitioners, prescribe and 
administer pain medication. In addition, our members work with patients and their 
caregivers to educate them about their treatments and therapies, side effects, and how to 
manage their symptoms and side effects, including nausea, pain, fatigue, etc. 

We support patients and their caregivers throughout the cancer care continuum - from 
diagnosis through survivorship or end-of-life. As part of patient support and treatment 
education, our members assist patients and their family in the safe and effective 
management of pain. 


1 
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Specifically, our organization believes that all people with legitimate need must be 
assured access to the pain medication and therapies that they and their health care 
providers deem most appropriate. 

We recognize and appreciate that with the potential for abuse, our nation must maintain 
appropriate, yet reasonable, practices and regulations to ensure that these drugs do not 
fall into the wrong hands and are not abused. 

ONS has a long-standing position that regulatory, legislative, economic, and other 
barriers to effective cancer pain management must be eliminated, but ONS also advocates 
steps must be taken to ensure that prescription pain medications, particularly opioids, do 
not fall into the wrong hands. It is this delicate balance that must be struck for patients, 
families, and society. 

It would be naive not to recognize that the problem of opioid diversion is a severe one, 
and can destroy families and communities. More must be done to treat this significant 
issue. However, what about those who live daily vvith intractable, unrelenting pain? 

Daily, 1 encounter patients who will not see their next birthday and often travel hours to 
see someone within our institution for appropriate analgesics because their local health 
care provider is uncomfortable with prescribing the medications the patient needs or is 
fearful that their license may be revoked for using too much opioid pain medicine. This 
population of patients is frail, dealing with countless issues, which I hope never to have 
to, and often has no voice. 1 hope to be their voice and ensure their comfort. 1 also wish to 
support their privacy so that nobody needs to know about their illness, unless they choose 
to release this information. 

The challenges within pain management are many. Individuals respond differently to 
different medications, including oxycodone. Many clinicians have received inadequate 
training in prescribing analgesics, assessing pain, other treatment options, and have false 
concerns regarding the role of analgesics. Certain areas in this country have limited 
resources for managing pain as well. 

We now know that adequate pain management, as demonstrated in several studies, can 
increase both survival and quality of life for patients with life limiting diseases. 
Caregivers often suffer depression and financial impact when pain is poorly controlled. 
Pain is a serious and costly public health issue, unmanaged pain is a tragedy. What really 
seems to be the tragedy is that this patient population may suffer because of those 
conducting illegal activities. 

Pain management is challenging in any population, cancer patients fear pain as do their 
families. But what of the cancer survivors who suffer in pain daily, but are disease free? 
Consider those individuals suffering from the pain of poor cardiac output, sickle cell 
disease, or burn injuries as examples of Just a few populations of patients who would be 
at risk for suffering with increased pain without the availability of oxycodone (including 
its long-acting form, oxycontin). Addiction and misuse of analgesics is exceedingly rare 
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in those patients in pain yet they may carry the burden and suffer the decisions made 
within the Committee. 

All discussions about the issue of opioid pain medications need a balanced exploration of 
the risks, but also the benefits, of these medications when used appropriately. Limiting a 
pain medication, any pain medication, might take a very safe option away from countless 
patients living with moderate or severe pain. Education of prescribers is clearly needed to 
better assess pain and implement appropriate treatment options, but limiting options may 
ruin many individuals’ lives, i have treated many patients with oxycodone/oxycontin, 
including cancer patients, w'ho have not tolerated, or did not get adequate pain relief 
from, other opioid or non-opioid pain medications. Patients and their families need better 
education and support regarding the safe and appropriate use of, storage and disposal of 
medications. The needs of countless patients sutYering in pain need to be part of this 
discussion. 

Thank you for your time and commitment regarding this exceedingly important subject. 
I've devoted my life to pain management and I fear that many patients I care for will 
suffer greatly if pain management options are taken away. I w'elcome your thoughts and 
questions, and again thank you for your time. 
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April 20, 2011 


The Honorable Mary Bono Mack, Chair 
Committee on Energy and Commerce 
Subcommittee on Commerce, Manufacturing and Trade 
2125 Rayburn House Office Building 
United States House of Representatives 
Washington, DC 20515-6115 

The Honorable G.K. Butterfield 

Committee on Energy and Commerce 

Subcommittee on Commerce, Manufacturing and Trade 

2125 Rayburn House Office Building 

United States House of Representatives 

Washington, DC 20515-61 15 


Dear Chairwoman Bono Mack and Ranking Member Butterfield, 

Thank you for inviting me to testify before your Committee last week. It was an honor to be a 
part of the important discussion regarding the future of medicinal oversight relating to pain 
relief. Having spent 25 years in pain management and symptom control, it is a subject to which I 
am deeply committed. 

Your concerns about the lax of oversight in drug diversion is valid and more is required to 
reverse the veiy real, and tragic, effects of abuse. From enhanced education about the dangers of 
prescription drugs to the distribution through providers w-ho “game” the system, it is imperative 
that we create and enforce a better paradigm for pharmaceuticals. 

However. I again stress the need for access to appropriate medications for those in desperate 
need, particularly cancer patients, to these pain relief prescription drugs. Individual responses 
vary and geographic re.sources to adequate treatment options arc limited as well. Combined, 
these forces often exclude large segments of America's most vulnerable populations from 
managing their severe pain for chronic diseases. 

Discu.ssions about opioid pain medications need a balanced exploration of the risks, but also 
require the benefits of these medications to be explained too. Restricting access to legal 
prescription medications may take a safe and effective option away from patients living with 
pain. 

My work, and the work of tens of thousands of oncology nurses like me, revolves around the 
patients’ needs. Please, consider their needs, and those of their families, as you continue to 
research medicinal diversion. 
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If 1, or the Oncology Nursing Society, can be of any further assistance to your Committee, please 
let me know, I welcome the opportunity to work with you to define prescription drug abuse and 
help stop the unnecessary and preventable deaths this growing danger continues to take on our 
great country. 

Again, thank you for allowing me to testify before your Committee. 

Sincerely, 


Patrick Coyne, MSN, APN, FAAN 
PERSONAL ADDRESS 
CITY, STATE, ZIP 
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Mrs. Bono Mack. Thank you to all of the panelists for your ex- 
pert testimony. 

Mr. Coyle, first of all, I applaud you in your efforts and think 
that we share the same goals. My father was suffering from the 
last stages of cancer just a couple of years ago, and I watched him 
go through it, so I appreciate what you see in a clinical setting. But 
at the same time, I have seen people suffering from opiate with- 
drawal, so I too care about those people and the pain that they suf- 
fer and the life of living with that addiction. Once you are an ad- 
dict, as you know, you are an addict for the rest of your life. So 
hopefully we can continue to work to make sure that the people 
who you need to treat are treated to the best of your ability and 
we can also keep the drugs out of the hands of the bad guys. 

And it goes to Ms. Martello. I keep hearing this reoccurring thing 
that it is coming from friends and family and medicine chests, and 
I can’t believe that you all are serious when you think that is the 
big problem. You know, just this week there is an article about an- 
other prescription drug sting with 15 arrested in San Diego, Cali- 
fornia. Now, I will grant that they were arrested because they had 
prescription pills that they didn’t have prescriptions for but they 
also had cocaine, methamphetamine and other street drugs, but 
can we take our head of the sand and quit acting like it is all 
grandma’s medicine chest and admit the fact — and let me just go 
to Dr. Coster. 

You are a licensed pharmacist. In 2008, the Partnership for a 
Drug-Free America or Drugfree.org’s president, Steve Pasierb, he 
said in a Reuters interview, and I quote, “OxyContin is pharma- 
ceutical heroin. There is really no difference between the two.” Do 
you care to explain the difference pharmacologically between 
OxyContin and heroin, how far off it is? 

Mr. Coster. To be honest. Madam Chairman, it has been so long 
that I have been in pharmacy school, I would probably get it wrong 
if I did it, so if you like, we can provide you an explanation after, 
but at this point I probably wouldn’t be able to do it. 

Mrs. Bono Mack. Well, it is my understanding, it is one mol- 
ecule off. I mean, that would be a fair characterization, and cer- 
tainly you can submit that to me in writing later, but would you 
say that OxyContin and heroin the way they are consumed by the 
human body, the only difference is the delivery mechanism? 

Mr. Coster. You know, again, I wouldn’t be able to comment on 
that, you know, from a pharmacological perspective. I wouldn’t 
want to give you any incorrect information or inaccurate informa- 
tion, so again, if you like, I would be happy to provide whatever 
I can in writing after the hearing. 

Mrs. Bono Mack. Well, it is my belief and my contention that 
they are pretty darn near the same, but to both you and Ms. 
Martello, you keep using “under adherence” and “medication non- 
compliance” and those terms in your testimony. When you talk 
about the problem with underadherence and noncompliance, are 
you lumping in therapeutics, antibiotics, other drugs into that cat- 
egory? Can you really say that there is a problem that people are 
not taking all 30 days of OxyContin when they are prescribed it? 
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Ms. Martello. I think appropriate use of medicines can go a 
long way to helping patients improve their health conditions, and 
as I said in my testimony 

Mrs. Bono Mack. Including 30 days of OxyContin? 

Ms. Martello [continuing]. This is a shared responsibility. This 
is something that I think as we have heard throughout the testi- 
mony this morning, there are a variety of stakeholders that have 
a role to play. 

Mrs. Bono Mack. Now, let me get back to this simple question. 
Are you saying that it is for the patient’s benefit that they take 30 
days’ worth of painkillers like OxyContin? 

Ms. Martello. I think health care professionals are on the front 
line of this every day, and I think part of the educational effort 
that we can engage in 

Mrs. Bono Mack. No, this is a yes or no. And to Dr. Coster too, 
this is a yes or no. 

Mr. Coster. I mean, I can give you a personal experience if this 
helps. I had surgery a couple years ago, and when I left the physi- 
cian said here is a prescription for, I can’t remember if it was 30 
or 50, for OxyContin, and I went to get it filled, and he said if you 
need them, take them. So I guess he thought that in my case I 
might need two or I might need, you know, a week’s worth. So I 
think, and again, not to justify how these drugs are used, but some 
people, I guess some physicians feel like I will give you this quan- 
tity, and if you need them, take them, if you don’t, they don’t really 
tell them what to do with them. So I don’t know if it is a yes or 
no answer but in terms of a personal 

Mrs. Bono Mack. No, the question is, is extending the life, ex- 
tending the quality of life — ^you are lumping this in, it seems to me, 
with therapeutic drugs or antibiotic or something when you talk 
about underadherence of drugs. 

Mr. Coster. Again, in terms of like if you are taking a blood 
pressure medication where you absolutely have to take it every day 
or a cholesterol medication 

Mrs. Bono Mack. But we are not focused on those drugs today. 

Mr. Coster. No, I know that. 

Mrs. Bono Mack. But we keep saying under adherence, under- 
adherence. 

Mr. Coster. Again, I am not a prescriber, but in the case of pain, 
oftentimes you get prescribed a quantity of medication because a 
physician doesn’t know, for example, how you are going to tolerate 
a certain procedure. He might say you might need for 5 days, you 
might need these for 10 days. Again, I am not justifying this. I am 
just saying as a pharmacist who has seen a lot of patients come 
in and fill prescriptions for pain where the patient says I may not 
need all these or why the doctor did give me all these, you are 
trained to tell the patient that the physician probably gave these 
to you because he is not sure how many you are going to actually 
need. 

Mrs. Bono Mack. My time has expired, but we will come back 
to that, and I am sure Mr. Mayer is very appreciative of the over- 
prescriptions. 

Mr. Butterfield, you are recognized for 5 minutes. 

Mr. Butterfield. Thank you. Madam Chairman. 
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As we have heard, 70 percent of non-medical prescription drug 
users get those drugs from family or friends. It can be given to 
them, it can be sold. They can actually unfortunately steal it from 
others. We also know that the family medicine cabinet is bulging 
with unused and no longer needed medicines. Disposing of these 
medicines properly must be a priority and we must work to reduce 
their negative impact on the environment. When people do not 
have a safe place outside of the home where they can dispose of 
their unused drugs, they typically flush them, causing them to ulti- 
mately end up in our waterways. 

Question: I understand that a number of communities have cre- 
ated take-back days in which medicines are safely collected by law 
enforcement. Also, the Secure and Responsible Drug Disposal Act 
sponsored in the House by Mr. Inslee of Washington will allow 
more people and places to collect these unused medicines. This 
question is for Mr. Clarkin. Does the partnership that you rep- 
resent have any examples of times when a take-back operation 
works particularly well? 

Mr. Clarkin. Not specific instances in specific communities, but 
we first of all support the whole take-back program that the DEA 
has spearheaded in the most recent take-back initiative, I think it 
was pointed out earlier was terrifically successful in terms of the 
quantities of drugs that were actually brought back and safely dis- 
posed of, and we look forward to supporting the DEA at the April 
30th take back. 

Mr. Butterfield. Thank you. 

Next to General Dean. Thank you for your service to our country. 
What branch were you a part of? 

Mr. Dean. The U.S. Army. 

Mr. Butterfield. Ever stationed at Fort Bragg? 

Mr. Dean. [Inaudible.] 

Mr. Butterfield. All right. And thank you for that. According 
to reporting by the North County California Times — I almost said 
North Carolina — the North County California Times a couple years 
ago, military doctors wrote service members nearly 3.8 million pre- 
scriptions for painkillers up from less than 900,000 10 years ago. 
The Defense Department estimates that abuse of prescription 
drugs in the military is double that of the general population. First 
of all, do you agree or disagree with that, that military drug abuse 
is more and probably twice as much? 

Mrs. Bono Mack. Excuse me. General, would you please turn 
your microphone on? 

Mr. Dean. I agree that the military has a significant problem 
with this issue. I don’t have the exact statistics on it. 

Mr. Butterfield. But you have no reason to disagree with that 
statistic? 

Mr. Dean. I have every reason to agree with that. 

Mr. Butterfield. And it appears that one study in 2009 even 
found that 20 percent of Marines had abused prescription drugs, 
mostly painkillers, at some point in the previous year. Our active 
service members face significant anxiety overseas and many live 
through pain every day when they are on duty, but if they develop 
a physical dependence or addiction to prescription drugs, it can fol- 
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low them back home to their civilian life, and I have seen it all of 
my life. 

General, what should the Administration do with regard to train- 
ing veterans hospitals to be on high alert for this type of abuse? 

Mr. Dean. I think it is a multifaceted approach that needs to be 
taken in order to assist our military members and their families 
and the communities that they reside in. I have had some discus- 
sions, my organization has, with the Army. I have another meeting 
scheduled with them in the very near future to address just this 
issue of helping them be more holistic in their approach of dealing 
with this issue that is not only soldier focused but also for the fam- 
ily members as well as the other civilians as well. 

Mr. Butterfield. Are there other programs geared to prescrip- 
tion drug abuse by veterans? For example, veterans may receive 
health insurance from the Federal Government. Are the insurers 
instructed to be on the lookout for abuse and not simply for the 
sake of law enforcement but really to help the veteran? 

Mr. Dean. The answer is yes. I have a board member who runs 
the VA substance abuse center, the big VA center in Atlanta, Dr. 
Karen Drexler, and the VA has programs but the resources and the 
number of people that they have in my opinion — I am not speaking 
for the VA — needs to be expanded and there needs to be greater 
information provided and there need to be greater educational pro- 
grams, but do they have the programs, yes, but my understanding 
would be that there needs to be a substantial enhancement in 
those programs. 

Mr. Butterfield. Thank you. Thank you, one and all. I yield 
back. 

Mrs. Bono Mack. Thank you, Mr. Butterfield. The chair recog- 
nizes Mr. Lance for 5 minutes. 

Mr. Lance. Thank you very much. Madam Chair, and good after- 
noon to you all. I find this testimony very interesting. I don’t have 
the honor of representing Fort Bragg but I do represent the district 
in the United States that has more medical and pharmaceutical 
employment than any other district in this country, and certainly 
this is an issue in the district as well as across the country. 

To Dr. Coster or to Ms. Martello or to both of you regarding the 
risk evaluation and mitigation strategy at the FDA, based upon 
your expertise, do you feel that it has contributed to the mitigation 
of prescription drug diversion and has there been any unforeseen 
consequence such as access issues for patients? 

Ms. Martello. When we look at policies in this area, certainly 
balancing the need between legitimate patient access and ensuring 
that the product’s benefits continue to outweigh its risks is an im- 
portant public health consideration and I think those are the issues 
that are currently being grappled with. The FDA has a variety of 
tools in its arsenal to make sure that the product’s benefits con- 
tinue to outweigh the risks of any product. 

Mr. Lance. Dr. Coster? 

Mr. Coster. Yes, sure. It is an excellent question. Congressman. 
There is so much focus and attention that has been placed on this 
program, and even though it has not yet been fully implemented 
by the FDA, I think just by the attention it has received, it has 
caused physicians to maybe look more closely on how they pre- 
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scribe and patients on what they do in terms of taking these medi- 
cations, but I agree with Ms. Martello that any program put in 
place like this should assure that it doesn’t interfere with the ap- 
propriate prescribing of these medications, the appropriate dis- 
pensing of them and that patients in pain are able to get them, and 
I think the agency itself is struggling with what that right balance 
is right now for these extended-release and long-acting opioid prod- 
ucts. 

Mr. Lance. Thank you. 

And to Ms. Martello, you state, and I agree with you, that you 
do not want to see barriers to patient access for needed prescrip- 
tion medicines. You highlight one potential barrier could be unnec- 
essarily restrictive drug control regulations and practices. Could 
you give us in a little greater detail what you mean by that? 

Ms. Martello. I think health care providers play a pivotal role 
in helping to ensure that patients have access to the medicines that 
they need and so we would want to have health care providers and 
pharmacists frankly to be part of this conversation to help ensure 
that they can work with patients and counsel them on medication 
management and using medicines appropriately as prescribed. 

Mr. Lance. Thank you. 

And to General Dean, thank you, sir, for your service to our Na- 
tion. Have you seen greater abuse given the fact that we now have 
military operations in the field in both Iraq and Afghanistan and 
has there been a tracking of this in relationship to other times 
when we have had our military personnel in combat situations? 

Mr. Dean. Well, as you know, I have been retired for a few years 
so I am giving you information from my perspective and not from 
within the Department of Defense, but clearly the protracted wars 
that we have been in and the extensive number of severely wound- 
ed soldiers and other member of the armed forces have contributed 
to an increased number of them needing and benefiting over a long 
period of time from these medicines, and as a result of that, it is 
clear, and my friends have told me, that there is an increasing 
number of them who unfortunately are now abusing them and they 
are trying to find ways to combat that. Just recently, we had an 
officer as senior as a three-star general admit that he was addicted 
to pain medicine. So it is an issue. I am not actively involved in 
it now. I am looking to work with the military services to help 
them build some procedures that would get at training and edu- 
cation around military bases that would help combat this, but it is 
a significant issue. 

Mr. Lance. Thank you very much. And Madam Chair, I yield 
back my remaining 4 seconds. 

Mrs. Bono Mack. Thank you for your generosity. I recognize my- 
self for 5 minutes again and say that it is so unfortunate. General, 
that we are hearing that this is truly carrying over into our troops, 
and it really makes a huge punctuation point on how important it 
is that we are doing this here today, so I thank you for your testi- 
mony and for being here. 

Quickly, just to point out, thought, that the FDA does not cur- 
rently have a REMS program for long-acting and extended-release 
opioids, so it is not currently in place, and I am wondering how 
long it will take for them to do it and how many deaths will it take 
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for them to do it, and I am curious, you know, fen-phen was taken 
off the market really quickly. If either one of the two pharma- 
ceutical reps can explain to me why fen-phen would have been re- 
moved from the market or some of these drugs that are so quickly 
and what the difference is between that and these opioids that are 
now up to tens of thousands of deaths a year. 

Ms. Martello. It would be inappropriate for me to substitute 
my judgment for that of the independent scientific expert agency, 
the FDA, which evaluates the safety and efficacy of all marketed 
medicines, and so from my perspective, I think it would be inappro- 
priate for me to comment on that. 

Mrs. Bono Mack. OK, fine. Then let me use my time with some- 
body who can actually comment, if that is all right. 

Mr. Clarkin, any of you, can you explain to me why the abusive 
opioid drugs because a problem so quickly, the trend lines scream- 
ing up there, anybody who is out there in the field in the real 
world? 

Mr. Clarkin. I think there is probably a combination of factors, 
and clearly supply has been a factor. I think the environment of 
marketing, direct-to-consumer marketing in the pharmaceutical in- 
dustry, has expanded the abuse of prescription drugs not just pre- 
scription opioids. 

Mrs. Bono Mack. In fairness, I have never seen an advertise- 
ment ever for OxyContin. 

Mr. Clarkin. That is correct, but my point is, that the direct-to- 
consumer advertising, and I think there is fairly robust literature 
on this, is creating a sense of a reliance on medicine to address a 
variety of different ills and so we see in our research, which I men- 
tioned, and Dr. Boyd sees the same thing, an increasing reliance 
on the part of teens, at least, to be addressing not just to self-medi- 
cate or recreate with these substances but to address life manage- 
ment issues, and I think that is linked in some measure, not en- 
tirely but in some measure, to aggressive marketing. 

Mrs. Bono Mack. Thank you. Does the partnership have any ex- 
planation just from an observing standpoint why rogue pharmacies 
specialize in hydrocodone versus oxycodone or other controlled sub- 
stances yet the pill mills specialize in oxycodone instead? Has any- 
body figured out that discrepancy? 

Mr. Clarkin. I don’t have an answer for you on that. 

Mrs. Bono Mack. Anybody? No? OK. Mr. Mayer, the take-back 
program, what do you see as the key features of a successful, al- 
ways available program? 

Mr. Mayer. Local community support. Education is going to be 
the biggest key. Letting the communities, the public know that 
there is a sustainable take-back program within their community. 
The program that we put together, the county-wide program which 
is in our county actually was a combination of news media and 
support from local newspapers but it was also putting flyers in the 
pharmacies, letting individuals know when they pick up their pre- 
scriptions that they can dispose of unused, expired at the local law 
enforcement agencies. 

Mrs. Bono Mack. Terrific. Thank you. 

Mr. Mayer. Education is the key. 
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Mrs. Bono Mack. OK. Dr. Coster, when you see the statistics 
and graphs that Governor Scott presented earlier showing the dis- 
proportionate share of drugs dispensed from Florida and national 
statistics on drug diversion, do you think that the DEA and FDA 
quota system needs to be reevaluated in light of the high percent- 
age of diversion, particularly in Florida? 

Mr. Coster. Well, I know the way the quota system works now. 
It is based on a combination of factors both in terms of what the 
data show in terms of demand, FDA data and other data that feed 
into DEA and then DEA then determines how much our individ- 
uals manufacturers can make. You know, in terms of the situation 
in Florida, it sounded like part of the issue down there was that 
they didn’t have a prescription monitoring program which hopefully 
that will deter some of the abuse. But we are happy to talk with 
the committee and the DEA about whether the system needs to be 
recalibrated. 

Mrs. Bono Mack. Let me just back that up. I am sorry. I am 
down to my last 15 seconds. You just said the quota is based upon 
the demand? Isn’t that the problem here? If anybody wants it, then 
they are allowed to make it. That is the simple — that is it. That 
is the way you just explained it. 

Mr. Coster. Well, again, I am not intricately familiar with how 
the FDA determines its actual quotas so I just gave you a broad 
overview, so as I said, maybe it is time that that whole system is 
looked at again in terms of how those quotas are determined based 
upon what is happening in the State. 

Mrs. Bono Mack. Thank you. Doctor. 

Mr. Butterfield, you are recognized. 

Mr. Butterfield. Thank you. 

Let me drill down on prevention for just a moment if I can. If 
we can prevent abuse, we know we can save millions of dollars 
and, more importantly, we can save many, many precious lives. As 
prepared by the Office of National Drug Control Policy, the 2010 
National Drug Control Strategy called for Federal, State, and local 
entities as well as non-governmental partners to seek earlier inter- 
vention opportunities in health care. One of the opportunities that 
the strategy highlights is working with physicians to achieve con- 
sensus standards on opiate painkiller prescribing. 

Mr. Clarkin, I am going to go back to you. What do you believe 
are the best ways to seize this opportunity? How specifically should 
stakeholders unite around consensus standards? For example, 
should task forces or working groups that include doctors, nurses, 
pharmacists and others be created? What role can the partnership 
play in such a process? 

Mr. Clarkin. I think we have heard a lot today pointing to the 
need for prescriber education, first of all, on appropriate prescrip- 
tion of opioids and other medications. One of the measures that the 
partnership supports is the explicit linkage of education of pre- 
scribers to their DEA registration renewal every 3 years, so I be- 
lieve that is an important piece and one that Director Kerlikowske 
also cited when he spoke here earlier. I think the dialog too be- 
tween health care professionals, whether they are prescribers or 
pharmacists, the dialog between those health care professionals 
and consumers, particularly parents, needs to be much more mind- 
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ful of the risks of abuse, the risks of addiction, and I know one of 
the pieces that is under discussion as part of the long-term opioid 
REMS and one that the partnership supports is the adoption of ef- 
fective prescriber-patient agreements at the point of prescription so 
that the patient very clearly understands the risks. First of all, 
there is a screener so that the doctor is aware if the patient indeed 
is particularly susceptible to addiction but the patient is also aware 
of the risks of abuse, the risks of addiction and the need to effec- 
tively safeguard meds and dispose of them appropriately. 

Mr. Butterfield. Perfect timing. We have just been called to the 
floor. You heard the buzzer. I am going to have to yield back. 
Thank you. 

Mrs. Bono Mack. I thank the gentleman. And does the gen- 
tleman from 

Mr. Lance. I do not. Madam Chair, have any more questions. I 
yield to you. 

Mrs. Bono Mack. I thank the gentleman for yielding back, and 
I believe that we should wrap this thing up. 

Before I do, I would like to ask unanimous consent that these 
four items that we have previously discussed with the minority be 
included in the record. 

Mr. Butterfield. No objection. 

[The information follows:] 
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Boehringer 

Ingelheim 


Boehringef Ingelheim Roxane, Inc. 


April 11, 2011 

The Honorable Michele Leonhart 
Administrator 

Drug Enforcement Administration 
U.S. Department of Justice 
8701 Morrissette Drive 
Springfield, VA 221S2 

Dear Administrator Leonhart: 

As President and CEO of Boehringer ingelheim Roxane, Inc., I am writing to clarify the record regarding 
statements you made during a hearing before the House Appropriations Committee. We appreciate your 
attention to this important matter. 

On Wednesday, March 16th, 2011, you testified before the Subcommittee on Commerce, Justice, Science 
and Related Agencies regarding funding for the Drug Enforcement Administration (DEA) as part of the 
President's 2012 budget. In an exchange with Congressman Graves and Chairman Wolf, you were asked 
about OxyContin abuse. You responded by saying the problem is not the abuse of the brand drug, 
OxyContin, but rather the generic version, oxycodone. Specifically, you pointed to Roxicodone* as the 
"most popular" [drug creating abuse issues]. When asked who manufactures the product, you cited 
Boehringer Ingelheim in Columbus, Ohio. 

Boehringer Ingelheim Roxane, Inc. (BIRI), located in Columbus, Ohio, is a manufacturing subsidiary of 
Boehringer Ingelheim Corporation (BiC). BIRI predominately manufactures pharmaceuticals for BtC 
affiliates such as Boehringer Ingelheim Pharmaceuticals, Inc. (BIPI), and Roxane Laboratories, Inc. (RLI). BIRI 
also manufactures FDA approved pharmaceuticals for certain third parties under contract manufacturing 
agreements. One such product is Roxicodone* tablets. 

While Roxicodone* tablets were originally owned and produced by RLI/BIRI beginning in 1982, the legal 
ownership of Roxicodone* has gone through several ownership changes through the years. Currently, 
Roxicodone* is owned by Xanodyne Pharmaceuticals, Inc., located in Newport, Kentucky, and it represents 
one version of oxycodone hydrochloride tablets available in the market today. Sales data provided by 
Woiters Kiuwer Health indicate that at least 24 different companies currently sell oxycodone hydrochloride 
products. Additionally, this same sales data for the past twelve months {from March 2010 to February 
2011) indicates that Roxicodone* represented a mere 0.42% of the total market share for oxycodone 
hydrochloride. Xanodyne was ranked eleventh out of the twenty four distributors who sold oxycodone 
hydrochloride in that time frame. It was stated during the hearing that Roxicodone* was the "main drug," 
[creating abuse issues], however considering that the market share for Roxicodone* is significantly less 
than 1% of the total market, we cannot understand how this can be the case. The market in which 
Roxicodone* is manufactured and sold is far too fragmented and complex to name a single firm as bearing 
responsibility for the scourge of abuse in a Congressional hearing. 
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Boehringer 
Nllllli/ Ingelheim 


There Is a legitimate market demand for Roxicodone* and other oxycodone hydrochloride containing 
medications. These medications are available through highly regulated channels that allow physicians to 
treat patients appropriately for pain they could not otherwise treat with other pain medications. 
Boehringer Ingelheim and our subsidiary generics and manufacturing entities, comply with strict regulatory 
protocols laid out by the FDA and DEA. These standards include high demands on good manufacturing 
practices by the FDA, and rigid compliance to limits on quantity based on our ability to demonstrate proof 
of legitimate manufacturing demand. 

We sympathize with the enormous challenges you face as the DEA Administrator. There is a long history of 
criminal activity by a small group of unlawful individuals running pill milts, physicians engaging in unethical 
prescribing practices, and demand from addicted users. We support measures like the National All 
Schedules Prescriptions Electronic Reporting Act (NASPER) that instituted the only program, authorized In 
statute, to assist states in combating the abuse of controlled substances through a prescription monitoring 
program. Unfortunately, as federal incentives went into effect, a number of states failed to adopt the 
program model, it has become increasingly clear that states failing to adopt the program are experiencing a 
dramatic increase in abuse and criminal activity. 

Boehringer Ingelheim demands a high level of compliance for the controlled substances we manufacture. 
We appreciate this opportunity to clarify the record and, we welcome an opportunity to discuss these 
matters with you more fully. 



Boehringer Ingelheim Roxane, Inc. 

cc: The Honorable Hal Rogers 

Chairman, U.S. House of Representatives 
Committee on Appropriations 

The Honorable Norm Dicks 

Ranking Member, U.S. House of Representatives 

Committee on Appropriations 

The Honorable Frank R. Wolf 
Chairman U.S. House of Representatives 

Subcommittee on Commerce, Justice, Science, and Regulated Agencies 

The Honorable Chaka Fattah, 

Ranking Member, U.S. House of Representatives 

Subcommittee on Commerce, Justice, Science, and Regulated Agencies 

Members of the U.S. House of Representatives 

Subcommittee on Commerce, Justice, Science, and Regulated Agencies 
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THE IMPORTANCE OF ON-DOSE TECHNOLOGIES IN THE FIGHT 
AGAINST MISUSE, ABUSE AND ILLEGAL DIVERSION OF OPIOIDS 

By 

John Glover, DPA 

BACKGROUND 

Opioids are regarded as safe and effective therapies for moderate to severe pain for many patients. 
However, opioids are subject to heighten regulation and classified by the U.S. Drug Enforcement 
Agency (DEA) as schedule II or schedule III controlled substances because of their high potential 
for abuse and addiction. 

It is well-documented that the misuse, abu.se, and illegal diversion of opioid pain medications and 
other Schedule II controlled substances (Clls) are reaching epidemic proportions. Drug treatment 
admissions for prescription painkillers have increased more than 300 percent from 1995 to 2005.' 
Recent reports indicate that nationally, more than 7 million people abuse prescription drugs — more 
teens abuse prescription drugs than any other illicit drug, except marijuana; more than cocaine, 
heroin, and methamphetamine combined.* In addition, the number of deaths involving controlled 
prescription drugs, particularly opioid pain relievers (such as oxycodone, hydrocodone. methadone, 
morphine, and fentanyl), incrca.sed 66 percent from approximately 3,484 in 2001 to 5,789 in 2005, 
according to the Centers for Disease Control and Prevention (CDC). 

Nationally, law enforcement reports indicate that criminal gangs have moved into the distribution 
and trafficking of approved CIl and Clll medications.’ Many of the same distribution channels 
used to transport cocaine, heroin and other .street drugs now distribute approved opioids and at times 
counterfeit versions of these medications. The tracing of diverted opioid medications is nearly 
impossible since criminals have penetrated the legitimate supply chain to divert legitimate product 
to illegitimate uses and have introduced illegitimate product into the legitimate supply chain. 


Prescription For Danger; A Report On The Troubling Trend of Prescription And Over-Thc - Counter Drug Abuse 
Among The Nation 's Teens. Office of National Drug Control Policy: January 2008. 

’Ibid. 

^ National Drug Threat Assessment 2009. National Drug Intelligence Center; December 2008. 
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The Challenges oflllegaily Diverted Opioids 


The illegal diversion of opioids is a key factor in the misuse and abuse of these medications. While 
there are many factors that contribute to the action of illegal diversion, two key factors must be 
addressed if manufacturers, law enforcement, government agencies and regulators are going to 
make significant strides in reducing this illicit trade. The first factor is the lack of source 
information that can be gleaned from confiscated products following successful law enforcement 
activities. The second is the convoluted distribution .system that allows cross-state shipping of 
opioid products from wholesalers to regional distribution centers, and ultimately retail pharmacies 
that may or may not be in close proximity to the regional distribution center. 

From a law enforcement perspective, one of the most fundamental variables in a successful 
investigation is the amount of information investigators have on which to base their efforts. 
Unfortunately, in the case of illegally diverted opioids, the information at hand is usually quite 
minimal given that the medication is typically repackaged from its original container and the 
medication itself carries no information as to the intended site of di.stribution. This lack of on-dose 
source information presents a challenge for law enforcement and government agencies seeking to 
initiate investigations, which in turn hampers and prolongs investigations, thereby reducing the 
potential for a successful outcome. 

Complicating this lack of information is the fact that the distribution system for opioids does not 
differ materially from that of non-scheduled products. Manufacturers ship large quantities of 
opioids to wholesalers, who in turn ship to their regional distribution centers to meet demand. 
Further, the regional di.stribution centers in turn service retail pharmacies that may or may not be 
geographically close in proximity to the distribution center. Opioids path through the supply chain 
is quite circuitous and provides various opportunities for diversion, increasing the burden on 
investigators and heightening the probability of a failed investigation. 
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Regulatory Response 


The U.S. Food and Drug Administration (FDA) is using new authority to control drug misuse by 
classifying it as an adverse event. In 2007, the Food and Drug Administration Amendments Act 
was signed into law, giving FDA new authority to require a Risk Evaluation and Mitigation 
Strategies (REMS) for certain drugs and biological products.'* REMS are required to manage a 
known or potential serious risk associated with a product, which can include risks associated with 
drug abuse, overdose and withdrawal. 

On September 5, 2008, FDA released its quarterly report of drugs and their potential related side 
effects which are under review by the agency. Utilizing new authority, FDA listed Oxycodone 
Hydrochloride Controlled-Release (OxyContin) with related side effects of misu.se, abuse and 
overdose. ’ 

On March 3, 2009, the FDA held a meeting with 16 manufacturers of opioid products to discuss a 
required REMS program “to ensure that the benefits of the drugs continue to outweigh the risks of: 
1) u.se of certain opioid products in non-opioid-tolerant individuals; 2) abuse; and 3) overdose, both 
accidental and intentional.”*’ The importance of addressing illegal diversion was underscored at this 
meeting by the FDA. The Agency identified diversion as a “surrogate marker” for misuse and 
abuse and emphasized the importance of addressing the issue in an opioid-specific REMS. 

To date, REMS programs have focused on patient and prescriber education. While the.se elements 
will play an important role in an opioid-specific REMS, controlling the nefarious criminal elements, 
illicit diversion, and intentional misuse and abuse of opioid products will require a more specialized 
mitigation approach. 


" 21 U.S.C. § 355(p)(2()07). 

^ "Potential Signals of Serious Risks/New Safety Information identified by the Adverse Event Reporting System 
(AERS), January - Vlarch 2008." Posted on the FDA web site. Sept. 5, 2008, 
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Industry Response 

Opioid manufacturers have attempted to address the issue of illegal diversion by the use of on- 
package technologies such as Radio-frequency identification (RFID), which assists in the tracking 
of a package through the supply chain. These efforts have failed for multiple reasons including: the 
lack of supportive equipment and/or participation of downstream supply chain partners; the 
motivation of criminals to defeat traditional track and trace technologies such as RFID; and the fact 
that the vast majority of diverted, illicit product is not found in the original manufacturing package, 
but rather in plastic, zip-locked bags or other non-standard “packaging”. 

On their own, package securing technologies, such as RFID and other on-package technologies 
including serialization and 2-D barcodes, are ineffective in addressing the issue of illegal diversion, 
and the misuse and abuse of opioids and other Cll products. 

REVISED RESPONSE MUST INCLUDE ON-DOSE TECHNOLOGIES 

Newly available, state-of-the-art, on-dose technologies, such as NanoEncryption technology 
developed by NanoGuardian, can greatly assist in mitigating illicit diversion and intentional misuse 
and abuse by providing tracing information on each and every dose of a medication whether in a 
tablet, capsule, or vial form. 

Dose-level tracing technology provides many benefits necessary for a successful opioid-specific 
REMS, including the following: 

> On-dose technology does not require equipment or participation of downstream supply chain 
members to be effective; 

> Since the technology resides on each and every dose of the medication, repackaging by 
criminals, as well as legitimate supply chain members, has no effect on the tracing information 
each dose can communicate to manufacturers, regulators, and law enforcement thereby greatly 
enhancing investigational activities and providing keen insight into the flow of illegally diverted 
product through the supply chain; 
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> The information associated with certain on-dose technologies is virtually unlimited and can 
include the capability to associate the drug dose with on-package technologies such as RFID 
creating a parent-child relationship between packaging and the specific dose. 


This White Paper details how one such on-dose technology, NanoGuardian’s NanoEncryption 
technology, could be implemented as a key element of an opioid-specific REMS. It will also 
discuss the ability of NanoGuardian's NanoEncryption to meet the requirements that elements of a 
REMS must: 

> Commensurate with the specific serious risk listed in the labeling of the drug; 

> Not be unduly burdensome on patient access to the drug; 

> Be designed to be compatible with established distribution, procurement, and dispensing 
systems; and 

> Have the ability for generic and innovator products to use a single shared system to implement 
the elements to assure safe use. 


Employing On-Dose Technology as a Component of REMS 

One goal of any diversion control system should be to ensure that at any point in the system, a 
product’s original shipping destination from the manufacturer can be obtained in a rapid, discreet 
manner by appropriate authorities so that a determination may be made whether the product is 
where it was intended - both geographically and within the supply chain. 

A comprehensive highly functioning diversion control system must include the following: 

♦ The flexibility to run "sting” operations by manufacturers and law enforcement to identify and 
apprehend criminal gangs moving large volumes of diverted product; 

♦ The ability to monitor sudden changes in purchasing patterns in regional areas; and 

♦ Technology that does not alter the medication in any way by increasing the risk of adverse 
events or reducing efficacy. 
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Until recently, manufacturers have only had on-package technologies such as RFID to protect their 
brands from illegal diversion, RFID can provide two important functions; it can assist in managing 
and controlling inventory, and identify the intended recipient of fully packaged products. 
Unfortunately, given the dynamics of opioid diversion, packaging containing an RFID chip is rarely 
if ever accompanying the zip-locked baggie of confiscated product, .As such, the diversion 
“protection” and information that on-package technologies provide is limited at best. 

NanoGuardian ’s NanoEncrypHon Technology 

NanoGuardian’s on-dose NanoEncryption technology became commercially viable within the past 
year and can provide a significant resource to manufacturers and law enforcement in addre,ssing the 
illegal diversion of opioids. In 2008, a NanoGuardian client received approval of its Supplemental 
New Drug Application (SNDA) for implementing NanoEncryption technology as a brand protection 
initiative. 

NanoGuardian’s NanoEncryption technology provides on-dose layered security features at the 
overt, covert, and forensic level and can be applied directly to tablets, capsules and vial caps. 
NanoGuardian has perfected a way to impart these securoty features on each dose without adding 
any particles or chemical markers to the current product. The multi-layered security features enable 
NanoGuardian to provide a dual-protective benefit to manufacturers with a single technology. The 
overt and covert security features enable authentication at any point in the supply chain, while the 
forensic NanoCodes provide comprehensive tracing information on eveiy single dose. 

NanoGuardian’s NanoCodes can be associated with an unlimited amount of data including but not 
limited to product information (strength, expiration date), manufacturing information (location, 
date, batch and lot number), and distribution information (country, distributor, wholesaler, chain, 
RFID or 2-D Barcode). Since NanoGuardian’s on-do,se protection always remains with the specific 
dose, even after numerous repackaging efforts. NanoGuardian provides comprehensive tracing 
information and brand integrity that traditional on-package and e-pedigree technologies cannot 
alone provide. 
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The unlimited dose-level inl'ormation provided by NanoGuardian’s NanoCodes can help address the 
current challenges facing law enforcement and government agencies. NanoGuardian’s technology 
provides a crucial cornerstone to any investigation - information - and will improve the ability of 
all involved in the light against illegal diversion. 

NanoGuardian’s program is also cost-effective at $0,005 to $0.01 per tablet/capsiile 
NanoEncrypted. depending on volume. Compared to the devastating costs of diversion including 
the addiction of our youth, escalating crime related to addiction, and death from overdose; less than 
a penny per dose is a reasonable investment to provide a true weapon in the war against illegal 
diversion. 

Proposed Use of NanoGuardian 's NanoEncryption Technolog)’ 

The on-dose distribution data contained with NanoGuardian's forensic-level NanoCodes will have 
significant benefit for investigators, especially when combined with a more restrictive distribution 
patterns for wholesalers. As such, the application of NanoEncryption technology should be 
employed as part of a restricted distribution scheme to provide optimal, practical control over highly 
diverted products. NanoGuardian’s technology could be employed in the following manner: 

1. Contrary to the traditional national-level wholesaler order system in use today and in order to 
gain a better awareness and understanding of regional opioid distribution patters, wholesalers 
must present to manufacturers forecasted opioid demand for their Regional Wholesale 
Distribution Centers (RWDC). Given that there are approximately 110 Regional Wholesale 
Distribution Centers in the US, a region-based distribution model will provide significantly 
better understanding of regional opioid ordering patterns while having no impact on patient 
access to product for legitimate need. 

2. After NanoEncryption, each and every' opioid dose possesses a NanoCode that at the very least 
identifies the manufacturer’s shipping date and the specific RWDC to which the product will be 
shipped. 
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3. Manufacturers ship opioid products containing the respective RWDC NanoCodcs directly to the 
RWDC per the forecasted demand submitted by the w'holesaler. 

4. RWDC receive NanoEncrypted product and are responsible for maintaining strict records of 
quantities distributed to retail pharmacies and other licensed health care facilities. 

5. Upon a successful seizure of illegally diverted product, law enforcement and government 
authorities are able to determine within 24 hours via the NanoCode the RWDC of original 
di.stribution and begin to investigate within the supply chain. If a bag of opioids seized in 
Florida possessed a NanoCode reflective of a Florida-based RWDC, the investigation would 
begin evaluating the local supply chain for leaks. If on the other hand, the Florida seizure had 
NanoCodes reflective of product that was originally shipped to a California-based RWDC, or 
perhaps another country, the investigation could look for interstate or international movement of 
product either legitimately or illegitimately. 

6. The first Product Integrity Center containing the specialized decryption equipment required to 
read and decrypt the NanoCodcs is located at NanoGuardian's headquarters near Chicago; 
however, NanoGuardian has expressed a willingness to work with DBA and FDA to house the 
specialized decryption equipment at their respective forensic centers. Manufactures may also 
have specialized equipment designed for a desired manufacturing site. 

National Implementation of the NanoGuardian Diversion Control System 

A solution is not a solution if it cannot be implemented and the NanoGuardian Diversion Control 
System can be operational among all opioid manufacturers within the next 18 months, assuming 
SNDA approval is required for all do.sage forms. This implementation time is reduced if CBE-30 
regulatory filings are allowed by the FDA given that NanoGuardian’s technology has already been 
the focus of an approved SNDA. 

Implementation of the NanoGuardian Diversion Control System would require changes in the 
ordering and planning sy.stems for manufacturers and wholesalers only (required with the move to 
better visible Regional Wholesale Distribution Centers) with no changes for pharmacies, patients or 
prescribers. 
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NanoGuardian Diversion Control System National Implementation Timeline 

The timeline below assumes a July 1 , 2009 start date and includes all ! 6 branded and generic 
manufactures of opioids contemplated in the REMS program. While all of manufactures could be 
ready by June 30, 201 1, many manufactures could be ready before that date. Finally, additional 
resources and involvement from FDA and DEA could shorten the timelines. 


Phase I - by June 30, 2011 

> NanoEncryption initiated for all opioid sustained release products 

Initiate Regional Wholesale Distribution Center forecasting by wholesalers and associated 
product distribution by manufacturers for Cll opioids 

> Develop inter-agency law enforcement cttordinalion protocols 

> Develop tracking protocols for the proactive monitoring of diversion data in the marketplace 
Phase JI - after January I, 2011 

> implement inter-agency law enforcement coordination protocols and diver.sion tracking 
protocols developed in Pha.se I 

> Collect data and develop additional tactics to combat illegal diversion 

Summary 


The misuse and abuse of opioids and other Cll-Clll medications is escalating at an alarming rate 
and is a growing national concern. The con.sequences are severe, often deadly, and at the heart lay 
illegal diversion. W'hile manufacturers, law enforcement, and government agencies are w'orking 
hard to address this concerning issue, recent trends suggest loudly that the criminals are winning the 
costly war of illegal diversion. 

A successful outcome requires that all parties vvork together in addressing the issue of diversion and 
that the collective group embrace all available means necessary to stem the tide and begin realizing 
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a positive impact in averting illegal diversion. These means must include on-dose tracing 
technologies, such as NanoGuardian's NanoEncryption technology that provide invaluable 
information to investigators, despite an environment of multiple repackaging and deception. On- 
dose tracing technology provides law enforcement the essential source information it needs to 
launch successful investigations, which result in the arrest and imprisonment of those who are 
ultimately responsible for the misuse and abuse of opioid medications that is plaguing our country. 
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NACDS thanks the Committee for the opportunity to submit a statement for the hearing 
on “Warning: The Growing Danger of Prescription Drug Diversion.” NACDS and the 
chain pharmacy industry are committed to partnering with policymakers and others to 
work on viable strategies to prevent prescription drug diversion. Our members are 
engaged daily in activities with the goal of preventing drug diversion. 

The National Association of Chain Drug Stores (NACDS) represents traditional drug 
stores, supermarkets, and mass merchants with pharmacies - from regional chains with 
four stores to national companies. Chains operate 39,000 pharmacies, and employ more 
than 2.7 million employees, including 1 18,000 full-time pharmacists. They fill nearly 2.6 
billion prescriptions annually, which is more than 72 percent of annual prescriptions in 
the United States. The total economic impact of all retail stores with pharmacies 
transcends their $830 billion in annual sales. Every $1 spent in these .stores creates a 
ripple effect of$1.96 in other industries, fora total economic impact of $1.57 trillion, 
equal to 1 1 percent of GDP. NACDS represents 137 chains that operate these 
pharmacies in neighborhoods across America, and NACDS members also include more 
than 900 pharmacy and consumer packaged goods suppliers and service providers, and 
over 60 international members from 23 countries. For more information about NACDS, 
visit wwv v.NACDS ,o rg . 


NACDS and the chain pharmacy industry share the Committee’s concerns with the 
problem of prescription drug diversion. We believe that there are a variety of ways to 
help curb prescription drug diversion, and chain pharmacies actively work on many 
initiatives to reduce this problem. For instance, chain pharmacies participate in state 
controlled substance prescription drug monitoring programs. In addition, we are devoted 
to important initiatives to improve patients’ adherence to their prescribed medications. 
Chain pharmacies and their pharmacists work with their patients daily to provide them 
with information and counseling on the proper use of their prescription medications and 
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the importance of adhering to their prescription drug treatment. Further, NACDS and our 
member companies support policies that work to prevent illegitimate Internet drug sellers 
from selling or offering to sell drugs to U.S. consumers in violation of federal and state 
laws. We also support efforts to provide patients with means for disposal of their 
unwanted medications that are authorized by law enforcement. 

NACDS and the chain pharmacy industry look forvvard to working with the Committee to 
address the problem of prescription drug diversion. 

CONTROLLED PRESCRIPTION MONITORING PROGRAMS 

NACDS and chain pharmacies support controlled substance pre,scription monitoring 
programs to help combat prescription drug diversion. Currently, about 35 states have 
operational monitoring programs and another 7 or 8 states are in various stages of 
program implementation. Recognizing the role these programs have in helping to prevent 
drug abuse and diversion, chain pharmacies actively support these programs. Pharmacies 
submit information on the controlled substances they dispense monthly, weekly, and 
daily depending on the particular state’s program requirements. This information includes 
information on the patient, prescribed drug dosage and quantity and the prescriber. This 
information allows the state to conduct confidential reviews to determine any patterns of 
potential abuse or diversion. 

These monitoring programs offer many benefits to aid in curbing prescription drug 
diversion. For example, they aid in identifying, deterring, or preventing drug diversion 
and abuse. These programs also encourage appropriate intervention to determine if a 
person may have a drug addiction, and facilitate treatment. The programs also provide 
public information on trends in drug abuse and diversion. 

NACDS and chain pharmacies support these programs as one of the links in the chain to 
help curb prescription drug abuse and diversion. We believe that these programs have 


Page 3 o f 6 

G:GAPP/Federal/Teslimony-Hearing Statements/House EC Stibcom Slatemenl 
April 20 U 




281 


proven useful in preventing drug abuse and diversion at the prescriber, pharmacy and 
patient levels. 

THE ROLE OF MEDICATION THERAPY MANAGEMENT (MTM) 

Services provided by community pharmacists could assist with the prevention and 
reduction of prescription drug diversion. Pharmacists are uniquely qualified to prov ide 
Medication Therapy Management (MTM) services to patients, which help ensure that 
patients are prescribed the correct medications and that they are taking them properly. 
Unfortunately however, MTM services are infrequently compensated, which limits 
pharmacists’ ability to provide these services to patients. 

When patients are prescribed the correct medications, they are less likely to experience 
adverse effects, such as allergies and drug interactions. Thus, they are more likely to take 
their medications as directed, that is, to adhere to their therapy. Patient adherence to their 
medication therapy leaves fewer unused medications in medicine cabinets that can be 
diverted and abused by others. Properly reimbursing pharmacists for providing MTM 
services is a greatly underutilized tool for addressing the problems of prescription drug 
diversion. 

Pharmacist MTM services and the improved medication adherence that can result also 
provide the dual benefits of improving patient health outcomes and reducing the use of 
other more costly healthcare services. Research has shown that an estimated one-third to 
one-half of all patients in the United States do not take their medication as prescribed. 
They may fail to take their prescription medications, take their medication incorrectly, or 
stop taking their medication altogether. These circumstances seriously undermine quality 
of life and quality of care, patient outcomes and the value of healthcare dollars spent. 

Poor medication adherence costs the U.S. approximately $290 billion annually - 13% of 
total healthcare expenditures. Community pharmacies and their pharmacists are uniquely 
situated to assist patients in complying with their prescribed medication treatment and 
explaining the benefits of adherence. Programs such as ChecKmeds in North Carolina, a 
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program where community pharmacists provided MTM services involving nearly 27,000 
seniors in 2008 and 2009, showed the benefits and savings by avoiding more costly 
health care services such as emergency rooms and hospitalizations and prescription drug 
savings. For every dollar spent in this program for pharmacist medication therapy 
management services, the benefit was $13.55 in savings. 

TARGET ILLEGITIMATE INTERNET DRUG SELLERS WITH THE 
CHOKEPOINT APPROA CH 

NACDS also believes that an important link in the chain to stop drug diversion and abuse 
is addressing the problem of illegitimate Internet drug sellers. These illicit online drug 
sellers have websites that target U.S. consumers vvith ads to sell drugs often without any 
prescription required. They are almost without exception located outside of the U.S. yet 
have websites camouflaged to look like legitimate pharmacy websites. They operate in 
clear violation of U.S. state and federal laws and regulations that protect public health 
and safety. They sell drugs to consumers without the safety precautions of a legitimate 
prescriber-patient relationship, a valid prescription, and a licensed U.S. pharmacy. 

These illegal Internet sites that profit from these illegitimate activities are often 
mi.stakenly referred to as Internet “pharmacies.” They are nrt pharmacies; they are 
illegitimate Internet drug sellers. They are not licensed as pharmacies by any U.S. 
jurisdiction, nor do they comply with any of the rigorous state and federal laws governing 
pharmacy licensure and the practice of pharmacy by pharmacists. Instead, these 
illegitimate Internet drug sellers are shipping unapproved, counterfeit, mislabeled, or 
adulterated products within or into the country. 

We support targeting illegal Internet drug .sellers through the chokepoint approach, rather 
than placing unwarranted burdens on legitimate, state licensed pharmacies that have 
associated branded Internet websites. Under the chokepoint approach, entities such as 
domain name registrars that issue websites, financial entities that handle payment 
transactions, Internet Service Providers that show the illegitimate websites on the 
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Internet, and common carriers that provide the mailing services would have authority to 
stop illicit transactions at their point of interaction with these bad actors. 

LAW ENFORCEMENT AUTHORIZED PROGRAMS FOR RETURN AND 
DISPOSAL OF UNWANTED PRESCRIPTION DRUGS 

A further link in approaches to curb drug diversion and abuse is to provide consumers 
with appropriate means to return unwanted prescription drugs for disposal. 

Finding a workable law enforcement authorized means for consumer disposal of unused 
and expired drug products is an important part of reducing drug diversion. While varying 
policy options have been proposed, NACDS supports the following principles for proper 
return and disposal of consumers’ unwanted medications. These include protecting 
patient health and safety by maintaining a physical separation between pharmacies and 
locations that take back consumers’ unwanted drugs. For example, drug take-back events 
sponsored by the Drug Enforcement Administration (DEA) provide for such separation 
and avoid the potential for returned medications to re-enter the drug distribution supply 
chain. In addition, we support policies where consumers have a reliable and readily 
available means to return their unwanted medications such as mail-back envelope 
programs that are sanctioned by law enforcement or the DEA. For example, the state of 
Maine has operated a DEiA authorized drug mail-back program, funded through federal 
grants, where consumers are provided with pre-paid mail back envelopes distributed at 
pharmacies and other locations, to mail in their unwanted medications. In addition, at 
various locations across the U.S. law enforcement partners with pharmacies to provide 
drug take-back events to give consumers means to return their unwanted medications. 

CONCLUSION 

NACDS thanks the Committee for consideration of our comments on efforts to address 
the problem of drug diversion. 
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Chairman Bono Mack, Vice-Chairman Blackburn, Ranking Member Butterfield and 
Members of the Subcommittee, the National Community Pharmacists Association 
(NCPA) appreciates the opportunity to share the community pharmacy perspective 
regarding issues relating to the dangers of prescription drug diversion. NCPA 
represents America’s community pharmacists, including the owners of more than 
23,000 community pharmacies, pharmacy franchises, and chains. Independent 
pharmacies are often located in rural and underserved areas. 

Importance of access to effective pain treatments for appropriate patients 

Community pharmacists recognize the importance of addressing the serious problem of 
prescription drug diversion and abuse. NCPA encourages community pharmacists to 
commit themselves to supporting national and local efforts to prevent the abuse of both 
prescription and non-prescription drugs, at the same time recognizing that Congress 
should not diminish access to effective pain treatments for people who need them. 

According to statistics from the Centers for Drug Control and Prevention, pain is a 
serious and costly public health issue, impacting 76.5 million Americans.^ Community 
pharmacists play an integral role in assuring that these patients have timely access to 
opioids and in the process provide vital counseling to ensure that these medications are 
not misused, abused or diverted. The fact that nearly 70 percent of prescription drug 
abusers obtain prescription drugs from the family medicine cabinet or friends should 


National Center for Health Statistics Report; Health, United States, 2006, Special Feature on Pain 


2 



286 


serve as a vital reminder that efforts to curb abuse and diversion must be focused on 
proper disposal of these products, ^ 

From dispensing to disposal - pharmacists & pharmacies are valuable resources 
NCPA has long supported efforts to properly dispose of unused, unwanted or expired 
medication through safe, secure and environmentally responsible take-back programs. 
In 2009, NCPA joined the national effort to find sensible solutions by creating a 
prescription drug disposal program for our members. Consumers want ongoing, 
convenient and clear disposal options. Consumer surveys demonstrate that local 
pharmacies are the most convenient locations where consumers seek to return unused 
or expired medicines.^ The NCPA Prescription Disposal Program, Dispose My Meds, 
highlights the pharmacist’s role as a respected and knowledgeable resource on 
medications. Pharmacies participating in the Dispose My Meds program are not allowed 
to take back controlled substances. In the past year alone, the Dispose My Meds 
program has collected well over 25,000 lbs. of unused/expired non-controlled 
medications. 

The intent of the Secure and Responsible Drug Disposal Act of 2010 is to encourage 
the Attorney General to establish regulations which prevent the diversion of controlled 
substances, but still “allow public and private entities to develop a variety of methods of 
collection and disposal of controlled substances,..”. NCPA has clearly stated our 
position to DEA that community pharmacies, as both state and DEA licensed entities, 

^ http://oas. samhsa.gov/2k i0/230.'^'230PainReivr2kl0.litm 

^ .January 2006 Washington Citizens for Resource Conservation (WCRC) SoundStats® Report 
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provide a safe and viable outlet for consumers to dispose of unwanted controlled 
substances, and that those pharmacies who volunteer to participate in take-back 
programs should be considered by the DEA as appropriate locations to receive unused 
controlled substances. NCPA is currently surveying the extent and type of medication 
waste in households, in relation to our disposal program. Last year’s survey results 
showed that a disproportionate percentage of returned medications come from mail 
order pharmacies, which could be contributing to the problem. Also, programs that 
automatically ship medications to patient homes that are utilized in some prescription 
benefit programs may result in intentional or unintentional stockpiling. 

Community pharmacists stand ready to assist in efforts to better understand the issues 
surrounding unused medications and look forward to gathering more robust data if our 
member's pharmacies become legal outlets to receive unused controlled substances. 

Illegal internet pharmacies continue to contribute significantly to drug diversion 

Purchasing prescription drugs without a prescription remains a viable option as 
illegitimate drug distributors continue to host Web sites that will ship drugs to anyone 
regardless of their need for the drug. Many of these Web sites dispense medications 
without a valid prescription, as required by the Federal Food, Drug, and Cosmetic Act. 
Rogue, illegitimate drug trafficking operations are anathemas to legitimate independent 
community pharmacies. They are hazardous to patient safety and create among both 
the general public and policymakers undeserved negative impressions of pharmacists 
and the valuable practice of pharmacy. While not infallible, additional checks and 
balances are in place when a licensed pharmacist directly provides the patient’s 
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medication to the patient. NCPA supports efforts to control illegal distribution of 
controlled substances outside of the community pharmacy setting and strongly 
recommends that increased emphasis and meaningful oversight be placed on these 
illicit entities. 

Role of the community pharmacist in efforts to prevent drug diversion 
NCPA supports and plays a primary role in several efforts that serve to decrease 
prescription drug misuse, abuse and diversion. These efforts include appropriately 
structured FDA Risk Evaluation and Mitigation Strategies (REMS), prescription drug 
monitoring programs, and educational programs for our members focused on 
appropriate pain management. In addition, NCPA members are actively engaged in 
electronic prescribing, which can help to alleviate some of the problems with drug 
diversion once systems are in compliance with DEA requirements. 

In conclusion 

NCPA is committed to working with Members of Congress and state and local law 
enforcement officials to combat the inappropriate use and diversion of prescription 
drugs and is committed to working towards sensible solutions. Thank you for your time 
and for the opportunity for us to share the viewpoints of independent community 
pharmacy. 


5 
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April 13, 2011 


Re: H.R, 1316 

The Honorable Mary Bono Mack 

Chair, Commerce Subcommittee of the Energy and Commerce Committee 
United States House of Representatives 
Washington, DC 20510 

And 

House Commerce Subcommittee Members 
Dear Madam Chairwoman: 

The undersigned organizations, representing people living with pain, physicians, nurses, cancer patients, 
cancer survivors and other medical professionals, wish to remind legislators that in addition to helping 
curb abuse and misuse of extended release oxcodone pain medications, they must be careful not to 
diminish access to these effective pain treatments for people who need them. Pain is a serious and 
costly public health issue, and if untreated, can be devastating. Unmanaged pain impacts all areas of 
one's life including the ability to perform everyday tasks, sleep and even work. It affects more 
Americans than diabetes, heart disease and cancer combined. According to the CDC, 76.5 million 
Americans struggle with pain. 

When pain is treated, many people can resume daily activities and become productive citizens. For 
many people with pain, opioids are an integral part of a comprehensive pain management plan to help 
relieve pain, restore functioning and improve quality of life and are not misused, abused or diverted. 

The extent of the non*medical use of extended release of oxycodone, or any prescription opioid 
medication, is a serious public health issue that needs to be addressed. The strategy proposed in H.R. 
1316, limiting the medications indicated use to only "severe" pain, would take a safe and effective 
medicine away from millions of people living with moderate pain. "Moderate" pain, for one who is living 
with chronic pain, can be a disabling curtailment to quality of life and function. The proposed strategy 
would not diminish the rate of abuse as drug seekers will shift to other options. Any part of the 
misuse/diversion problem attributable to prescribers and patients can be addressed through the kind of 
education proposed in the FDA Risk Evaluation Mitigation Strategy plan for extended release opioid 
medications. Prescribers need better education and skills to appropriately assess pain and implement 
treatment options and plans. Patients need better education in the use, safe storage and disposal of 
medications that pose abuse and misuse risks. 

Hearings on the issue of opioid pain medicines need to offer balanced opinions about not only the 
associated risks but the benefits of these medicines when properly used. Living each day in pain is a 
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horrible existence. The needs of millions of people living in pain should be included when reviewing 
medicines designed to relieve pain. 

We respectfully ask that the committee consider our remarks and expand the review to include the 
value of these medicines for people with pain who take these medicines as properly prescribed. 

Thank you. 

Respectfully submitted: 

American Academy of Pain Management 

American Cancer Society — Cancer Action Network 

American Chronic Pain Association 

American Pain Foundation 

American Society for Pain Management Nursing 

Cephalon 

Citizens Advocacy Center 
Inflexxion 

International Association for Pain and Chemical Dependency 
Lance Armstrong Foundation— LIVESTRONG 
The Neuropathy Association 

Reflex Sympathetic Dystrophy Syndrome Association 


Cc: Commerce Subcommittee members 
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Mrs. Bono Mack. I thank the gentleman. And we also have 
statements from members who are not on the subcommittee that 
will be submitted for the record without objection. 

[The information follows:] 
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Statement for the Record 
Congressman Harold Rogers 

House Committee on Energy & Commerce 
Subcommittee on Commerce, Manufacturing, and Trade 

April 14,201 1 

“Warning: The Growing Danger of Prescription Drug Diversion” 

As Co-Chairman of the Congressional Caucus on Prescription Drug Abuse, I would like to thank 
Caucus Co-Chair and Subcommittee Chairwoman Mary Bono Mack for holding this important 
hearing today. For over a decade ago, prescription drug diversion began to w'reak havoc on 
communities in my region of Appalachian Kentucky. Local hospitals were experiencing more 
than an overdose per week, families had been overrun by pain pills, and a feeling of hopelessness 
had begun to pervade the entire region. These powerful drugs intended to manage pain were 
suddenly creating pain in the form of overdo.ses, crime and uncontrollable addiction. While the 
first wave hit Appalachia, this .second wave is hitting America. Now' the diversion of 
prescription pills is the fastest growing drug problem nationwide with abuse transcending state 
lines and socio-economic groups. 

Ms. Bono Mack and the Members of the Subcommittee have assembled a talented group of 
federal policy-makers, state officials and Americans who have experienced first-hand the 
devastation wrought by the illicit diversion and abuse of these otherwise life-saving drugs. 
Today's testimonies and the ensuing discussions will accomplish more than simply identify the 
tremendous scope of the problem and the dire implications for the next generation of Americans. 

I hope this hearing will facilitate ongoing conversations and enhanced collaboration among 
federal, state and local officials, advocacy organizations around the country, our health and law 
enforcement communities, and the men and women suffering or recovering from abuse about 
solutions. 

Now that the nation’s attention has been turned to this epidemic, it is time to employ all of the 
resources and brainpower at our disposal to approach this challenge from a number of angles - 
prevention, treatment, education and law enforcement all will play a role in eliminating this 
scourge for good. 

As Governor Beshear alluded in his remarks, state-run Prescription Drug Monitoring Programs 
(PDMPs) are among the most effective and accessible tools to combat prescription drug 
diversion and abuse, bridging the gap between legitimate medical need and potential misuse. 
PDMPs acknowledge that a family doctor, a neighborhood pharmacist and a local law 
enforcement officer are all critical to keeping these drugs from diversion or abuse. Monitoring 
programs track vital prescription data so that doctors and pharmacists know when a prescription 
is being abused and investigators can root out bad doctors who are aiding drug dealers and 
addicts. 
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In the Commonwealth, the Kentucky All Schedule Prescription Electronic Reporting System 
(KASPER) has had unprecedented success in bringing this problem under control. In 2008, 
KASPER processed nearly 4 1 8,000 requests for patient prescription information. Of the 94% 
which came from the medical community, including physicians, ER doctors and pharmacists, 
nearly three-quarters of them say KASPER is “important” in helping to ascertain patient 
intentions and patterns, and to feel comfortable writing prescriptions for patients truly in need of 
medical attention. In the same year, just over 1 1,000 KASPER requests came from the law' 
enforcement community, and 96% of these KASPER users agree that the PDMP is an excellent 
tool for obtaining evidence in criminal investigations. 

These reports create informed decision-making for good medicine and good law enforcement. I 
have heard anecdotally of countless occasions where KASPER has helped a doctor provide 
better patient care or a law enforcement official interrupt a crime. Since 2002, the U.S. 
Department of Justice Prescription Drug Monitoring Grant Program has awarded over $55 
million to nearly every state to plan, implement and enhance similar state-run programs. 

Because of these efforts, thirty-three other states are catching on with operational PDMPs. 
Nearly every other state, including three this year alone (Arkansas, Maryland, Montana), has 
passed authorizing legislation. Nationwide, since 2003, there has been a 2,596% inerease in the 
number of prescription reports produced by state-run PDMPs annually. Important steps have 
recently been undertaken to facilitate interstate data exchange among these programs to reduce 
the doctor shopping W'e’re experiencing, such as that between Florida and Kentucky. 

Of note, 1 have expressed my continued frustration that an inordinate number of the drugs on 
Kentucky Main Streets are heralding from South Florida. In the first six months of 2010, 41.2 
million doses of oxycodone were prescribed in Florida, whereas the total prescribed doses of 
oxycodone in every other state combined w'as 4.8 million. In other words, almost 90% of the 
oxycodone prescribed in the U.S. is ordered by Florida physicians. Last month, as a part of 
“Operation Pill Nation,” DEA in Florida arrested 22 people and seized over $2.5 million in 
assets during a takedown of rogue pain clinics. These arrests resulted from 340 undercover buys 
of prescription drugs, from over 60 doctors in more than 40 “pill mills." With impressive strides 
being made to enhance the PDMP model and integrate data-sharing, Florida’s participation will 
be vital to the success of our nation in fighting this problem, helping addicts get treatment and 
prosecuting pushers. We need to shut down this pipeline across .state lines, and I am heartened 
by recent news that the state is moving forward with its PDMP. In addition, I am proud to 
support legislation sponsored by Congre.ssman Vern Buchanan of Florida that would employ the 
full gamut of federal resources to crack down even more aggressively on these pill mills. 

While monitoring programs provide our medical and law enforcement communities with an 
important tool to identify abuse and diversion, buy-in from local communities might be the 
single most important factor in developing an anti-drug culture in towns across the country. I 
was proud to welcome Office of National Drug Control Policy (ONDCP) Director Gil 
Kerlikowske to my congressional district last month. When 1 showed him the front page of our 
local paper, there were some notable omission - no .stories about the town fair or the community 
pot lock. The front page was chalk full of articles about prescription drug abuse - arrests, thefts, 
the abandonment of children, and tragically, deaths. This is sadly typical in Kentucky, where we 
are losing 82 people monthly to overdose. To spend a few days in my district, one would think 
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that the situation is truly cyclical and hopeless. However, while I believe the Director has 
appreciation for the challenges we're facing with the abuse of these drugs in Kentucky, I don’t 
think he left with that impression that we can’t pull ourselves out of this mess. 

In Eastern Kentucky, we’ve been employing a multi-pronged approach to combating this abuse 
for years through Operation UNITE. Since inception, more than 4,500 addicts and non-violent 
offenders who have fallen prey to this scourge have participated in a UNITE-funded drug court 
or treatment program, restoring hope and creating opportunity. In addition, 1 88 schools in 36 
southern and eastern Kentucky counties have a UNITE club, encouraging our children to remain 
drug-free and offering counseling programs. There are countless UNITE Community Coalitions 
throughout my congressional district, which support educational and faith-based conferences, 
medical symposiums, technical trainings and health care workshops. Many of these coalitions 
have received federal support through the Office of National Drug Control Policy (ONDCP) 
Drug-Free Communities Grant program. Operation UNITE is a bright star in our charge to 
empower our youth, create an anti-drug culture and knock out abuse for good, and a clear 
indication that our Fight against drug abuse is rooted in small communities across the eountry. 1 
am pleased that Director Kerlikowske had a desire and an opportunity to witness first-hand the 
positive impact of this program in our region. 

Needless to say, we’re positioning ourselves to tackle this issue, both locally and through state- 
level coordination. 1 look forward to next Tuesday when ONDCP will join top officials from the 
Department of Health and Human Service.s. Food and Drug Administration (FDA), and the Drug 
Enforcement Administration (DEA) to unveil the Administration’s comprehensive plan for 
addressing the our fastest growing drug threat. I am encouraged by those important strides to 
bring relevant and interested stakeholders to the same table to work towards solutions for the 
short- and long-term, This will take a collaborative, multi-prongcd effort - law enforcement, 
treatment, education arc all a part of the puzzle - and I am grateful to have the opportunity to 
share my perspective with you in the course of this important hearing. 


Thank you all for being here today. 
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Mrs. Bono Mack. I just wanted to say that as we wrap things 
up today, I want to thank all of our panelists as well as my col- 
leagues and their staffs for their time and their commitment to this 
critically important issue. 

If 30,000 Americans died every year from food poisoning. Con- 
gress would take action. If 30,000 Americans died from pesticide 
exposure. Congress would take action. And if 30,000 Americans 
died in airplane crashes every year, trust me. Congress would take 
action in a huge way. So why are the victims of prescription drug 
abuse treated differently? I don’t have an answer, but I encourage 
everyone here to help us find one. 

I remind members that they have 10 business days to submit 
questions for the record, and I ask the witnesses to please respond 
promptly to any questions they receive. Again, I thank you all and 
I look forward to our work together in the future. 

The subcommittee hearing is now adjourned. 

[Whereupon, at 12:35 p.m., the subcommittee was adjourned.] 

[Material submitted for inclusion in the record follows:] 
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Statement of the Honorable Fred Upton 
Chairman, Committee on Energy & Commerce 
April 14, 2011 

Subcommittee on Commerce, Manufacturing and Trade 
Hearing on “Warning: The Growing Danger of Prescription Drug Diversion” 

(As Submitted for the Record) 

Thank you, Chairman Bono Mack, for holding this hearing. I know this is an issue of great 
personal importance to you, but it should also be of great personal importance to every parent in 
this country. 

According to the CDC, accidental overdose from recreational and non-recreational drug use is 
second only to motor vehicle crashes as the leading cause of accidental death in the United 
States. More than 29,000 individuals lost their lives in 2007 due to accidental poisoning. 

Tragically, our children fall victim to this grow'ing trend. The Partnership for a Drug-Free 
America estimates that every day approximately 2,500 of our teens try prescription drugs for the 
first time. And what many parents may not realize is that kids are getting these prescription 
drugs from their own homes. According to a 2009 survey conducted by the HHS Substance 
Abuse and Mental Health Services Administration, nearly 70 percent of users said they got the 
pills from a friend or relative. In the worst case.s, when these supplies of legal drugs dry up, 
many users turn to illicit drugs such as heroin. 

These medications serve a critical purpose - they make life livable for severely ill or injured 
individuals who require pain medication to function in their daily lives and that supply should 
not be restricted. But I am concerned with what some medical experts believe is a trend of over- 
prescribing these drugs. Adding to that concern, these medications often sit around the medicine 
cabinet, unmonitored, hecau.se patients do not use their full supply and do not know how to 
properly dispo.se of the pills. 

Education is a key component of addressing this issue. The medical community must ensure 
prescribers are educated about when to prescribe these medications and at w'hat dosage. Patients 
must be educated about the dangers of these prescriptions if not used properly and the signs to 
look for so that pain treatment does not become addiction. .And anyone who has these drugs in 
their homes must be warned against sharing them w'ith others (even if they believe it is for a 
legitimate purpose), and they mu.st be educated about how to properly store and dispose of these 
drugs. This basic information could help prevent some tragedies like those we will hear about 
today. 
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Opening Statement of the Honorable Joe Barton 
Chairman Emeritus, Committee on Energy and Commerce 
Subcommittee on Commerce, Manufacturing, and Trade 
“Caution: The Growing Danger of Prescription Drug 
Diversion” 

April 14, 2011 

Thank you Madame Chairwoman for holding this hearing. 1 would like 
to welcome Governors Beshear and Scott along with Administrator 
Leonhart, Director Kerlikowske and our other panelists. 

Madame Chairwoman, the diversion of prescription drugs to users for 
whom the drugs were not prescribed and for uses other than the medicinal 
purpose of the drug is a growing problem in the United States and I applaud 
your effort to highlight this growing and tragic issue. 

Being from border states, we are keenly aware of the porous nature of our 
border with Mexico. Unfortunately, people are not Mexico’s only illegal 
export to the United States. In fact, Mexican border town pharmacies are a 
vital source of illegal pharmaceuticals seized in the Houston Field Division 
of the Drug Enforcement Agency. The DEA’s interdiction efforts also show 
that prescription drug smuggling from Mexico, where these drugs can be 
sold over the counter, contributes to the illegal distribution of prescription 


medications in Texas. 
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I look forward to hearing from Governor Scott about his state’s efforts to 
combat this illegal use of legal drugs by focusing not just on the users but 
also on their dealers and their sources at the top of the trafficking ladder. I 
also applaud his efforts to make privacy a priority as his state implements 
their patient database. 

With that Madame Chairwoman, I yield back. 
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Statement from Representative John D. Dingell 
House Committee on Energy and Commerce 
Subcommittee on Commerce, Manufacturing, and Trade hearing 
"Warning: The Grow'ing Danger of Prescription Drug Diversion." 
April 14.2011 


Madam Chairman, I commend you for holding today’s hearing. As you know firsthand, 
prescription drug abuse and diversion are a part of the nation’s growing pharmaceutical safety 
and security problem. 

I strongly believe that we need to look further into how we can prevent abuses and safety lapses 
before they occur, helping to protect American consumers from inappropriate, unsafe or 
ineffective use of pharmaceuticals. 

This is why I introduced H.R. 1483, the Drug Safety Enhancement Act, which would provide the 
FDA with needed authorities and resources to prevent the spread of counterfeit, adulterated and 
misbranded pharmaceuticals here and abroad. 

This legislation would: 

• Require manufacturers to implement improved quality and safety standards, including 
stronger supply chain management; 

• Require manufacturers to notify EDA of counterfeits or safety concerns and to list drugs 
and drug components country of origin; 

• Strengthen importers and customs brokers oversight; 

• Arm FDA with administrative detention, destruction, and mandatory recall authoritie.s, 
subpoena power, and clear extraterritorial jurisdiction; 

• Strengthen criminal and civil penalties for crime deterrence; 

• Increase FDA foreign manufacturing inspections to be on par with domestic facilities; 
and, 

• Create new funding mechanisms for FD.A inspectional activities, so globalization doesn’t 
burden US taxpayers. 

While this Subcommittee does not have jurisdiction over the FDA, it is important that we 
recognize that the FDA serves a critical role in the safety of our pharmaceuticals. Not only do 
they monitor drugs coming across our borders, but they are responsible for approving new drugs 
entering the market here in the U.S. and communicating side effects or safety concerns about 
drugs with consumers. 

More importantly, the FDA has been active in educating consumers about the misuse of 
prescription pain killers, producing educational documents and brochures to help consumers to 
educate themselves and their families about the dangers of addiction and misuse of prescription 
drugs. 


1 
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To help the FDA to continue this good work, we must ensure that have a steady, reliable stream 
of funding to carry out their duties. 

I sincerely hope my colleagues on both sides of the aisle will work with me to provide FDA with 
the authority it needs to ensure safety of pharmaceuticals here and abroad. 
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EXECUTIVE OFFICE OF THE PRESIDENT 
OFFICE OF NATIONAL DRUG CONTROL POLICY 
I^^diington, D.C. 20503 


June 28, 2011 

The Honorable Mary Bono Mack 
Chairwoman 

Subcommittee on Commerce, Manufacturing and Trade 
Committee on Energy and Commerce 
United States House of Representatives 
104 Cannon House Office Building 
Washington, D.C. 205 1 5 

Dear Madam Chairman: 

Enclosed please find ray responses to the Questions for the Record pertaining to the 
April 14, 201 1, hearing of the Committee on Energy and Commerce’s Subcommittee on 
Commerce, Manufacturing, and Trade entitled, “^Warning: The Growing Danger of Prescription 
Drug Diversion." 

I sincerely appreciated the opportunity the Subcommittee on Commerce, Manufacturing, 
and Trade provided me to discuss this important issue. If you have any further questions, please 
do not hesitate to contact me directly at (202) 395-6700, or have your staff contact Christine 
Leonard, Director of ONDCP’s Office of Legislative Affairs, at (202) 395-7225. 

Respectfully, 

R. Gil Kerlikowske 
Director 

Enclosure: Respomses to Questions for the Record 

The Honorable G.K. Butterfield, Ranking Member, Subcommittee on Commerce, 
Manufacturing, and Trade, Committee on Energy and Commerce 


cc: 
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Responses to Questions for the Record 
R. Gil Kerlikowske 

Director, Offiee of National Drug Control Policy 
Congressional House Committee on Energy and Commerce 
Subcommittee on Commerce, Manufacturing and Trade 
Re: April 14, 2011 Hearing on prescription drug abuse 
June 16, 2011 


The Honorable Mary Bono Mack 

1 . Why did abuse of opioid drugs become a problem so quickly? 

The misuse of prescription drugs has emerged as a critical public health issue to such an extent 
that the Centers for Disease Control and Prevention (CDC) has declared it an epidemic. The rate 
of unintentional drug overdose deaths has increased approximately five-fold since 1990, due in 
large part to opioid analgesics. In 2007, there were more such deaths due to opioid analgesics 
than cocaine and heroin combined. The proportion of all substance abuse treatment admissions 
aged 12 or older who I'eported any pain reliever abuse increased more than four-fold between 
1998 and 2008. In 2009, emergency department (ED) visits resulting from the misuse or abuse 
of pharmaceuticals occurred at a rate oflOS.J visits per 1 00.000 population, compared with a 
rate of 3 17,1 per 100,000 population for illicit drugs. About half of the ED visits for misuse or 
abuse of pharmaceuticals involved pain relievers. Ease of access to and availability of 
prescription drugs are significant risk factors for drug abuse. This, combined with a perceived 
lack of risk from abusing prescription drugs, has contributed to an epidemic of prescription drug 
abuse. It is essential that we maintain appropriate access to pain medication for individuals 
suffering from chronie and acute pain, while recognizing the risk of diversion, misuse, and abuse 
of prescription drugs. 

The patient advocacy and healthcare communities have sought to ensure adequate and 
comprehensive treatment for patients suffering from acute and chronic pain. Over the last 
decade, there has been a dramatic increase in the number of products available for the treatment 
of pain. In addition, the number of prescriptions filled for opioid pain relievers - some of the 
most powerful medications available - has increased dramatically. Average sales of opioids per 
person have increased from 74 milligrams in 1 997 to 369 milligrams in 2007, a 402 percent 
increase.' In 2000, retail pharmacies dispensed 174 million prescriptions for opioids; by 2009, 
257 million prescriptions were dispensed, an increase of 48 percent.^ However, along w'ith the 
increased legitimate use of these products, the misuse and abuse of preseription pain killers has 
reached unacceptably high levels. Opiate overdoses, once almost aUvays due to heroin use, are 
now increasingly due to prescription painkillers. 

' ManchikaiHi L. Fellow B. Aitinani i i. Pampaii V. Therapeutic Use. Abuse, and Nonmedical Use of Opioids: A Ten-Year 
i'erspective. Fain Physician. 1 3:401-435. 2010. 

' Based on data from SOI. Vector One; National. Years 2000-2009. Extracted June 2010, Available at 

hup:/.»'\\w\v.rda,i~’.()\ ''dowiik):Kls/.Advist)rvC'oiTimillees/C(>i'nmittcesMectin.D\-taicria!s.d)r(ii’s.f-\ncs{hclic.'\i)dl.iib-Siippor!r)iTii 2 sAdvi 
soi-vC'oinmittcc-'[ A',V!2 175 10. pdf 
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2. Why did the rogue pharmacies specialize in hydrocodone versus oxycodone or other 
controlled substances? Why do the pill mills specialize in oxycodone instead? 

Most opiates are powerful drugs that affect the brain and nervous system to alter the body's 
normal systems by altering mood or blocking pain. Prescription controlled substances arc 
classified in Schedule II, 111, IV, and V. with Schedule II drugs having the most inventory and 
dispensing restrictions. Currently marketed hydrocodone products, although not as potent as 
oxycodone, are only available in combination with other active ingredients and are listed as 
Schedule III drugs, which allows for refills and the prescriber to call prescriptions in over the 
phone. In addition, hydrocodone is procured by pharmacies and medical offices through a less- 
stringent process and generally requires less inventory control at pharmacies. Oxycodone, a 
more potent opiate in Schedule II, has tighter ordering restrictions from wholesalers or 
distributors and inventory controls once in pharmacies. 

3. Are pain drugs inherently habit forming? Is there work to develop better drugs for 
pain that have less potential for abuse? 

Opioid pain medications come with risks for physiological dependence or of becoming “habit 
forming" after continued or regular use. This physiological dependency is not the same as 
addiction, and can be managed with appropriate medical oversight. These drugs work on the 
same brain mechanism as most other psychoactive drugs, including illicit drugs. Psychoactive 
medications such as these come with varying degrees of abuse liability, that is. the likelihood 
that people will abuse them to get high, alter their mood and perceptions, or just feel normal. 
Therefore, the system of medication regulation must balance the potential health benefits of 
medications with abuse liability against the potential for abuse. However, there is ongoing 
research, tonded by both government and industry, to develop new formulations in an effort to 
maximize therapeutic benefit and minimize their risk of abuse. 

4. How much of a problem is “drugged driving”? 

The prevalence of drugged driving in our country poses a problem for drivers, their passengers, 
and the public. The National Roadside Survey of Alcohol and Drug Use hy Drivers, a nationally 
representative survey conducted by the National Highway Traffic Safety Administration 
(NHTSA), found that in 2007, one in eight weekend, nighttime drivers tested positive for illegal 
drugs. Moreover, approximately one in eight high sehool seniors responding to the 2010 
Monitoring the Future (MTF) study reported that in the two weeks prior to the survey interview, 
they had driven after smoking marijuana. 

The most compelling ev idence of the severity of the drugged driving threat was provided in data 
released by NHTSA in November 2010. According to the Fatality Analysis Reporting System 
(FARS), one in three (33 percent) of all drivers killed in traffic crashes in 2009 who were tested 
and the results reported, tested positive for drugs (illegal substances as well as over-the-counter 
and prescription medications). Even as the total number of drivers killed in motor vehicle crashes 
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declined 21 percent from 2005 to 2009, the involvement of drugs in fatal crashes increased by 5 
percent over the same time period, though the data does not indicate level of Impairment or 
whether drug use was the cause of the crash. Research does show, however, that drugs have 
adverse effects on judgment, reaction time, motor skills, and memory - critical skills for safe and 
responsible driving. 

The Roadside Survey can be found online at mvw. nhl.sa. chi. aov . MTF is available online at 
ri’vt'n-. moniloriiKl he fill lire. ore . More information about PARS can be found at 
hllr>://n'ww. nhlsii. mv/FA RS . 


5, Statistics show that the U.S. population consumes 80% of the w orld’s opioid 
painkillers. We also have a large problem with abuse of opioid painkillers among a 
large population - including teens. When you look at the rest of the world and the 
lack of similar drug addiction problems or u.se for medical reasons, is it fair to ask 
whether we are over prescribing painkillers? 

The ability of U.S. health care providers to treat pain has greatly improved. However, we need 
to carefully address over prescribing of pain medications. Action must be taken to stem the 
epidemic of prescription drug abuse, but there is no single answer to this complex problem. A 
comprehensive solution is needed to ensure the availability of opioid pain relievers for those who 
need them, while curtailing diversion and inappropriate use of prescription drugs. Too often, 
potentially dangerous prescription drugs are left unused and are easily available in unlocked 
medicine cabinets, where they are ripe for diversion and abuse. Further, far too few prescribers 
receive adequate training in appropriate prescribing of opioids, and most have little to no training 
on substance abuse during the course of their health care training. That is why we encourage 
proper disposal of medications and mandatory prescribe!' education. 

6. Other than throwing more resources at the problem, are there steps that Congress can 
take to assist you in combating this enormous problem? 

Yes. Congress took an important flr.st step last year by passing the Secure and Responsible Drug 
Disposal Act of 20 10, but additional actions can be taken. 

We support strengthening state Prescription Drug Monitoring Programs (PDMPs) hy 
reauthorizing the National All Schedules Prescription Electronic Reporting Act and passing 
legislation to allow the Departments of Veterans .Affairs and Defense to share data with state 
PDMPs. In addition, as we recommended in our plan to combat prescription drug abuse, PDMPs 
should be funded. Mandatory prescriber education should be required for healthcare 
profe.ssionals who are registered with the DEA to prescribe controlled substances. 
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U.S. Department of Justice 

Office of Legislative Aflairs 


Office of the AiisistaiH AUoniej C/aiend 


DC 20330 

February 29, 2012 


The Honorable Mary Bono Mack 
Chairman 

Subcommittee on Commerce, Manufacturing, and Trade 
Committee on Energy and Commerce 
U.S. House of Representatives 
Washington, D.C. 20515 

Dear Madam Chainnan: 

Enclosed please find responses to questions for the record arising iiom the appearance of 
Michele Leonhart, Administrator of the Drug Enforcement Administration, before the Subcommittee 
on April 14, 201 1, at a hearing entitled “Warning: The Growing Danger of Prescription Drag 
Diversion.” We apologize for our delay and hope that this information is of assistance to the 
Subconunittee, 

Please do not hesitate to contact this office if we may provide additional assistance regarding 
this or any other matter. The Office of Management and Budget has advised us that from the 
perspective of the Administration’s program there is no objection to submission of this letter. 


Sincerely, 

Ronald Welch 
Assistant Attorney General 


Enclosure 


cc: The Honorable G.K. Butterfield 

Ranking Member 
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Questions for the Record to Administriilor Leonhart 

Subeommittee on ( ninmercc. Manufacturing and I rade 
Committee on Etiergj and C'oiiinierce Committee 
fj.S. House of Representatives 

“Warning: The (■’rovving Danger of Prescription Drug Diversion” 
April 14, 201 1 


t he Honorable .Mars Bono Mack 

1. Does the DIC.A consider anv data - other than diverted drugs ofn hieh they bas e direct 
kmmledge (e.g., a DK.A drug bust) - when they calculate production quotas? 

Response; 

Hie Controlk-d Suhstances Act (CSA) requires the Drue Cnforeeuient Administration (DhA) 
to establish quotas to provide for estimated medical, scientitie, researeh. and industrial needs 
ofthe United Stales, for lawful export requirements, and for reserve stocks. In e.siimaliiig the 
legitimate need. DiiA considers losses through diversion activities. SpecinealK. DK.A 
considers known and reported thefts and losses, information I'roni databases such as the 
S>.stem to Retrieve Inrormaiioii from Dru^ l.videnec' (S I RIDE) and the National l-'orcnsic 
l.aboralory Information System (Ni l IS),' and ease seizures, DliA rei iews information that 
the miinufaeturers and distributors are required to report into Di.i.A's Automation of Reports 
and C'orisolidaled Orders System (AKCOS). 1)1. .A also consider.s that particular registrants 
seeking individual procurement or UKinul'aciuring quotas mtiy he known to be unlawfully 
diveiling controlled substances, for example, when a registrant seeking a procurement quota 
or a manufacturing quota is under investigation for unlawful distribution, DfiA will consider 
this factor in determining whether to gram or deny the i|uola request, Other than “diverted 
drugs of which Df A has direct knowledge,” DI-.A also considers the food and Drug 
Administration (fD.A) estimates ofthe stock needed, historic market !rend.s, and net disposal 
(in the most basic terms, "net disposal” i.-, the amount ofthe controlled .suKsuinee that was 
actually used in previous years). I he information provided by fD.A for consideration can also 
include new products, new indications, voluntary recalls or vv ithdravvals of specille products. 


‘ S [ RlDi: is a Jatahasc ul'druD cxhibils sen! lo !)hA laboratories for analysis, hxliibus in die database are from the 
DHA. other lederai agencies, and local law ettforceinent agencies. STRII,)!-. is «tot a representative sample ol'drugs 
available in the Ihiited Slates, but reneeis all evidence submitted to DHA laboratories for analysis, from boiii 
domestic and foreign .sources. 

■ Implemented m I9V7. N! l.tS systematically collects results from drug analyses conducted by forensic iahoraioricb 
and law enforcement entities, NHI.IS data helps provide a comprehensive picture ofour Nation's drug problem and 
is used in strategic and laciica! drug comrol piatis, policies, and operations. Hhrough the assislancc ofa contractor, 
D1 is gathering information for the NKLIS through pannerships with forensic lahoruiories and law enforcemem 
entities arf)und the efniniry. 
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1 his infomiaiioti can be used in conjunction with other information to calculate the legitimate 
medical needs in the t 'nited Stales. 

a. Docs DEA partner with State and local law enforcement to ascertain their knosviedge 
of diverted drugs? 

Response: 

Regarding the diversion of phannaeeuticai controlled substances. DItA works with its slate 
and local counterptirts in sescral ways, DliA regularly svorks with stale and local lavv 
enforcement on diversion investigations, fhese opportunities involve the exchange of 
information on unilateral investigations as well as bilateral investigations. As of fehruarv 
2012. D1:.A has 46 l aetical Diversion Squads { I DS) established across the finiled States that 
are operational, hut some may not lie fully staffed, fhese IDS groups eoinbine federal, state, 
and local lavv enforcement officials vvho are eo-located in a task force setting. 1 he IDS 
groups speeificaily work investigations involving the diversion of pharmaceutical controlled 
sub.slaiice,s. 

DliA also participates in the National Melhamphetaniine and I’harniaceutical Initiative 
(NMPlj. N.Mi’I is a High Intensity Drug 1 raflleking Areas (IIID I'A) initiative and receives 
funding through the Olliee of National Drug Control Policy 's (ONDCP) HID'liA program. 

I he NMPI inaimains an lixeeulivc Bvvard as well as coordinating an annual conference, fhe 
lixecutive Board is comprised of federal, stale, ami k»cal lavv enforcement representatives. 

The annual conference is typically attended by more than .’01) federal, state, and local lavv 
enforeemeiit officials. Fhese venues prov ide opportunities to esehunge infornialion on 
current trends and inlelligenec regarding the diversion of controlled substance 
pliannaeeulieals. DliA is represented on the lixeeulivc Board as well as at the annual 
eonferenee. 

DEA also works with llie state medical and pharmacy hoards to ascertain information on 
current trends involving ilie diversion of comiMlIed substance pharmaceuticals. 

b. Does DEA gather .statistics from its “drug take back” program? 

Resno nse: 

Dfi.A recognizes that the diversion and abu.se of pharmaceutical controlled substances is a 
significant and growing problem in the United Stales, livery leading indicator .shows 
sub.stantial increases, ov er relalivelv short periods of lime, in the use and abuse of these 
drugs. 

•A faetor that eoniributcs to the increase of pre.seriptioii drug abuse is the availability of these 
drugs in the household. In many cases, dispensed controlled substances remain in household 
medicine cabinets well after medication therapy lias been completed, thus providing easy 
access to non-medical users for ahu.se, accidental iiige.stion. or illegal distribution for profit. 
Accidental ingestion of medication, including a controlled suhstuitce. by the elderly and 
children, is more likely when the household medicine cabinet contains unused medications 
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that are no longer needed lor iherapy. Hie medicine cabinet also provides ready access to 
persons, especialh teenagers, who seek to abuse medications, 

(In September 2.s. 2(1 Ui. 1)1 .A coordinated the lirsl National l ake- Back Initiaticc (N lHI), 
Working with more than .'.(100 state and local law eiiibrccmcnl partners, take-back sites v\cre 
established at more than 4,000 locations across the United States. I his inassiie undertaking 
resulled in the removal oi 122 tons of' unwanted or e.xptrcd medications I'rom America's 
medicine cabinets. I he second National I'ake-Uack Initiative was held on .April .vO, 2011. and 
the third vvas held on October 20, 2011. Cumulatively, these three take-baek initiatives have 
resulted in the colleelion and sale disposal of more than 49X..S tons of unwanted or expired 
medications, 

Df .A gathers slalisties on the number of collection site.s, law enrorcement agencies that 
parlicipale and the w eight of drugs collected during the take-hack initiativ e. DiiA does not 
gather statistics regarding the type of drugs collected, i.c., what substances were collected. 


2. What is the status of DK.A’s drug take-back reKulations? And, as a part of those 
regulations, are you considering “min-tradilioiial” lake-back nicchanisnis that do not 
involve law cnforcciiient at the forefront - to remove any intiiiiidalion or fear factor? If 
so, what kinds of take-back ineehanisms are you eunsideriiig? 

Resppjise: 

In October 2010. Congress pa.s.sed and the President signed into law. the Secure and 
Respon.sible Drug Disposal Act of 2010. Df A is working diligently to proimilgute the 
regulations implementing this Act, On .lumiary 1 9 and 20. 201 1 . DKA condueled a public 
meeting to hear from all interested parties on possible procedures I'or tlie surrender of 
unwanted controlled substances by ultimate users and long-term care facilitic.s. Specillcally, 
this meeting allowed all interested pcr.sons the general public including ultimate users. 

pharmacies, law enforeement personnel, reverse distributors, and other third parties to 

c.xpres.s their view s regarding safe and effective methods of disposal of controlled substances 
consi.stem with the CSA. I he hearing transeripi is available on DI'.A’s website: 
b '(''Lvleikhv ersioii,u'.!i>i,e:i'\ , fhe Act and implemenling regulations will provide the basic 
framework that will allow Americans to dispose of their unwanted or expired controlled 
substance medications in a secure and responsible manner. 

Once drafted, lire proposed rule will be published in the f ederal Register, and posted on 
DfA's website and w ww regiilaiians g,,\ , At that time, the public will have an opportunity to 
submit vvrilten eomments in response to the proposed rule. DE.A will carefully consider all 
timely comments in preparing a final rule for publication in the f ederal Register. 

■Since the rulemaking process is underway, it would not be appropriate to further comment on 
what specillc drug disposal mclhods are being considered. 

d. What State level programs and Industn -established programs exist to edueate parents 
about the risks of preseriptioii drugs? 
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Response: 

1)['A works on several fronts to educate the general public and providers about prescription 
drug abuse including the abuse of preseriplion pain relievers, l irsl. DHA works with the 
ONOCP to develop, linali/e. and implemeiU the National Drug Control Strategv . I his serves 
as a leiiiplate to help reduce drug abu.se in Amcriea. I'he 2010 National Drug Control 
.Strategy spccifiealh addresses the growing problem of prescription drug abuse and .sets forth 
several action items, to wit; "biducate Physicians About Opiate Painkiller Prescribing;"' 
"lixpand Prescription Drug Monitoring Programs and Promote Links' among State Sy stems 
and to Electronic Health Records;" ■’Increase Prescription Return/ 1 ake-Back and Dispo.sal 
Programs;" ".Assist Slates to .Address Doctor Shopping and Pill Mills;" "Drive Illegal Internet 
Pharmacies Out of Business:" and "Crack Dovvn on Rogue Pain ('linies that Do Not f ollow 
Appropriate I’rcscribiiig Practices." 

DE.A also w orks with the Department of Health and Human .Services to coordinate and 
exchange information regarding pre.seription drug abu.se. One such example was a two-day 
conferenee held in .April 201 1. by the Surgeon General regarding the abuse of prescription 
drugs, fhe Subslance .Abuse and Mental Health Services .Admini.stration (SA.MilS.A) within 
1 II IS provides technical assislanee through a program entitled, "Prevemion of Prescription 
Drug .Abuse in the Workplace.” Phis program provides technical assistance to SAMHS.A 
grantees, workplaces, and organizations nationwide to reduce prescription drug abuse. Part of 
the technical assistance includes information related to effective, seience-hased, successful 
mode! programs to educate parents at their workplace concerning the risk of prescription drug 
abuse. 


Additionally. Dl-iA works with a Itosi of professional organizations regarding preseriplion 
drug abuse, specifically the National Association of Boards of Pharmacy, the l•'ederation of 
State Medical Boards, the American Society of Interv entional i’ain Physicians, and the 
National Alliance of Stale Model Drug Laws. DL.A routinely speaks about prescription drug 
abuse at national eonferenees held by lliese and other organization.s. 


DEA partners with the Community .Arui-Dnig C'oalitions of America (CADC.A) at their 
amiual eonlerenee to provide hundreds of its members w ith infornuiiiou regarding pre.scriptioii 
drug abuse. In January 201 1. Dl'lA lielped C.ADC.A develop an hour-long taped presentation 
on prescription drug abuse which will be aired nalionvvide to C.ADC'A members. 

Several divisional ofliees w ithin DLA host regular Citizen's .Academy classes, 1 hese classes 
are designed to inform members ol'the community about DE.A. During these academy 
classes. DE.A provides a segment on preseriplion drug abu,se to educate attendees about this 
problem. 

The Oltice of Diversion Control regularly meets with members of Congress or their staff to 
provide information on the current state of prescription drug abuse. Whenever called upon. 
DE.A provides technical assi, stance to members of Congress regarding draft legislation specific 
to diversion and prescription drug ahu.se, exiunples of which include the Ryan 1 laighl .Act and 
the Secure and Responsible Drug Disposal .Act 
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rhrough ilb> Public Affair^ Section, DHA also responds to numerous media inquiries specific 
to prescription drug abuse. I hesc inquiries include written responses, on camera/radio 
iiitcioicws as well us telephone interviews. Ihese eflbrts intbrni the genera! public on the 
issue of prescription drug abuse. 

Dl'i.A maintains scseral uehsiles which provide the public witli a significant amount of 
iiil’ormation relative to prescription drug abuse. (w\'. w .yeadwcrsioii go'., 'g. 

, I , i'li...c.- .iu, and wv.u g.oi-'o.irtoo.i.i.i'uj-- . li.) I‘he Dflice of Diversion 

f'omrol also maintains a link on its web site that provides the resull.s of criminal and 
adniinislralive actions against practitioners vvlio have abused their l)b,/\ regislralions. This 
link ma\ be accessed \ ia 'info & Legal Resources." then "Cases Against Doctors." 

t he Office of Diversion Control regularly provides .speakers at national, slate, and community 
conferences to inform law enforcement personnel, judges, and the general public iiboul 
prescription drug abuse. I hese conferences include, but arc not limited to, the following: the 
National Melliamphetamine and Pharmaceutical Initiative; the Law Lnforcement 
Coordinating Cttmniittee Conferenee; the Northwest .Vlcoho! Conference; the ffrug. Dl U & 
Mental iiealtli Court Conference; the National Narcotics Officers Conference; the National 
Native American Law Lnforcement Conference; and the National Association ol Drug Court 
Professionals, 

As part of llicir duties. Diversion Investigators conduct inspections and investigations of DLA 
registrants. 1 his routine oversight helps to ensure that these registrants comply with the CSA 
and it.s implementing regulations thcrebv helping reduce diversion of controlled substance 
pharmaceuticals. 


Finally, the OfUee of Diversion Control coordinates the National Take-Back initiative. This 
program is designed to rid medicine cabinets of stored c.spired and unw’anted medications. 
DBA also provides Drug ID pamphlets and drug tiwarcness booklets' to the general public and 
professional associations. I he.se inilialivos invoKo a nation-wide public aw'arene.ss campaign 
that helps inform the general public about preseripiion drug abuse and what they can do to 
liclp reduce this threat. 


4. Stati.stics show that the II..S. population consumes 80 percent of the world’s opioid 
painkillers. We also have a large problem ssith abuse of opioid painkillers among a 
large population including teens. When you look at the rest of the world and the lack 
of similar drug addiction problems or use for medical reasons, is it fair to ask w hether 
we are over prescribing painkillers? 

Respoiwc: 

fherc are many .scientific studies and Journal articles examining the u:sc of opioids to treat 
chronic iioncanccr pain. Hie u.se ofopioids to treat pain is primarily within the purview of 
medical professional licensing and regulating authorities. DL.A's authority in this regard 
e.xtends to ensuring that controlled substance prescriptions are issued for a legitimate medical 
purpose by a DL.A-registered practitioner acting in the usual course of professional practice. 
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fotitwllL'd substance prescriptions are not issued for a lejiiumale medical purpose in the 
course ol' professional practice, for example, when practitioners iiitemiotially or knowiiiirly 
Jix erl eomrolled siihstaiices using their DBA registrations, 

5. If diversion data shoivs Ihiil 5 percent oflcual drugs are diverted for non-medical uses, 
should produetion quotas he lowered correspondingly? Are the quotas currently 
reduced based on diversion data? 

Re sponse : 

Hie purpose of quotas is to provide for an adcquaie and nnirilerrupled supply ofschedulc I 
and II conirolied suhslanees necessary to fulfill the United Stales' estimated medical, 
scientific, research and indtistrial needs, lawful export requireinenls. and reserve stocks. DH.A 
is ohiigttled to set quota.s at ti level that vsill avoid a shortage for legitimate users. Some of tile 
factors considered when setting quotas include total net disposal, trends in the national rale ol 
net disposal, total actual or esiiniated inventories, and other factors suclr as changes in 
accepted medical use. economic and physical availahility of raw materials, and emergencies, 
flic calculations arc based primarily on annua! need asse.s.smenls provided by the ID, A and 
actual sales, dispo.sal, and inventory numbers prov ided by industry. As discussed. 01 ,.\ 
considers losses through diversion activities. Specifically , UB.A considers known and 
reported thefts and losses, information from S 1 RlOli and M f lS. and case seizures. DB.A 
also considers that particular regi.sirants .seeking quotas may he known to be unlawfully 
diverting corurolled substances, which may trigger an udministralive action or a civil or 
criminal investigation. 

Rcdtieing production quotas by a percentage of "legal drugs diverted for non-nicdical use" 
will reduce the amount of eomrolled substances available for lawful distribution, thereby 
adversely ai'feeling legilimale users. .Such a result is contrary to DBA's niandale in the CSA 
to provide an adequate and uninterrupted supply of controlled substances for the medical and 
other needs of the United Stales, It is important to note that reducing production quotas will 
not nece.s.sarily lead to reduced demand. Legitimate and illegitimate users often acquire 
controlied substances from the same source through prescriptions or dispensations that may 
only he issued by practitioners acting in the usual course of professional practice. 

DBA utilizes all of its regulatory , adniiiii.strative, civil, and criminal authority to help ensure 
that DBA registrants adhere lit all aspects of the C.SA and implementing regulali(m.s. In doing 
St), sources of supply are kept in check aird organizations that are responsible for div ersion are 
disrupted or dismantled. 1 liese enforcement and regulatory efforts help reduce the amount of 
controlled subsUinee pharmaeeiilieals that make their way into the illicit market. Though 
these efforts are needed to help reduce the illicit supply we must also work to reduce the illicit 
demand for controlled substance phamiaeeutieals. 

6. How many doctors have hcen convicted or had their OK A registration denied or revoked 
for ov erprcscrihin); Schedule II prescription drugs? 
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l^cspimsc; 

Dl'^A iiiaiiUains slalistics on ihosc arrested versus those convicted and therefore provides the 
following data. Hie specide charges mav vary on a case by ease basis, but many are (or 
illegal distribution of eoiuroiled sulistances. 

• 111 2(108, 34 praetitioners were arrested by IftiA for violations insolving schedule II 
substances, 

• In 2009. 36 practitioners were arrested by DB.-\ for violatioivs involving schedule 11 
.substances. 

• In 2010. 19 practitioners were arrested by l)H.\ for violations involving schedule 11 
substances. 

Despite tliese cases, llic vast majority of the more than XIO.OOO Dl:i.\ regi.slered practitioners 
adhere to their responsibilities under the CSA and implementing regulations. nt-iA's authority 
regarding denial and revoealion of a practitioner's Db.A registration is outlined in 21 U.S.t'. 
H23, 824, Dli.A's authority in this regard c,\tends to ensuring that eoiuroiled substance 
prescriptions are issued for a iegilimate medical purpo.se by a D1 ..A-registered practitioner 
acting in the usual course of professional practice. Controlled suhsutnee prescriptions arc not 
issued for a legitimate niediea! purpose in the counsc of professional praetiee when 
praetitioners intentionally or knovsingly divert controlled substances using their DMA 
registrations. When a Dli A in\ cstigalion reveals that a practitioner is knowingly or 
inlemionally diverting any eoiuroiled snhstances (not necessarily schedule II substances), 

DliA may invoke its slalutoiy authority to revoke or deny the practitioner's DHA registration, 
or initiate criminal proceedings. .A non-e.vhaiistive summary of some administrative and 
criminal actions may he found on DliA's website. 

When appropriate. Db.A doe.s lake administrative ticiion against variou.s registrants that may 
lead to the suspension, revocation or surrender of a Db.A registration, DbA does not. 
however, track revocations by drug or schedule. ( )peniiii>it Pill S’aiioit. an operation targeting 
rogue pain clinics in south Florida, is an c.xample of DbA action agaimst DE.A registrations. 

As of February 21. 2012. Operation Pill Nation I resulted in 47 arrests, including 27 doctors; 
the issuance of 34 Immediate .Suspension Orders against 63 DF„A registrations: 92 l,MiA 
registrations being surrendered for cause; and the sci/tirc of more than .S 1 8.9 million in 
a.sscts. DbA conducted a .similar operation in the central 1 lorida area dubbed Operation Pill 
Nation 11. ,As of.lanuary 31. 2012, Operation Pill Nation II resulted in .37 arrests, including 8 
doctors and 3 pharmacists; the i.ssiiunce of 4 Immediate Suspension Orders; 6 DbA 
registrations being surrendered for cause; and the sci/ure of appro.vimatciy S3 1 1 .993.00 in 

■ciSSOlS. 

7. Should (lure be further restrictions on uho cjjn be licensed to prescribe opioids? 

Res pon se: 

The Prcsidenl's 2010 National Drug Strategy recognizes that phannaceuiicai drug abuse is a 
serious problem. One of the action items contained in the Strategy discusses educating 
physicians about opiate painkiller prescribing. I'raining and education on proper prescribing 
ofopioids is an important element in reducing the diversion orcontrolled substattce 
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pharniaCL'ulicals. On April 1 9. 2011, the .Administration released its action plan to address 
the national prescriptitiii drug abuse epidemic. Tliis nevv strategy strikes the balance between 
cracking down on drug diversion and protecting delivery orelTeclive pain nitmagemem I'he 
.Administration's 'itpideniic: Responding to .America's Prescription Drug .Abuse Crisis" 
prtu ides a national ('nimework for reducing prescription drug diversion and abuse by . inter 
alia, supporting the eduealioii ol healthcare providers. In support ofthe action plan, the I'D.A 
is requiring an Opioids Risk livaluation and Mitigation Strategy (ROMS). I he new program 
will require manuraeturers of long-acting and e.Ktendcd-relea.se opioids to provide educational 
programs to preseribers of these medications, a.s well as materials preseribers can use w hen 
counseling patienls about the risks and benefits of opioid use. 

It is imporlanl lo note that pur.suant to 2 1 U..S.C. § 1123( 0. state authori/alioii to dispense 
controlled .substances is a necessary predicate to being registered w ith ObA lo dispense 
controlled substances. .Aeeordingly, individual States arc important in determining the criteria 
regarding who may prescribe and handle controlled substances. 

S. When you look at Ihe stunning cliarls and .statistics of Plnrida prescribing more pills 
than the rest of the nation, shouldn't that indicate a need to reevamine the quota system 
for production of lire pills'.’ 

ResEpiise: 

By .statute, the quota .system requires Dh.A to determine boss much ofa particular conlrulled 
suhstaiice may be manuractured/produecd annually for medical, .scienlific. research needs, 
exports and reserve stock. It does not permit Dl i.A lo determine the geographical disiribution 
of any particular finished dosage forms, I he charts referred to in the above quevstion 
demonstrate a .signilicam problem with the noii-mcdieal use of controlled substance 
pharmaceuticals. Ihi.s problem is better addressed through education ofthe public, 
praclilioners. and pharmacists; through treatment; and through enforeemenl. file large 
volume of dispeiisalion being etmducted in 1 lorida is clue in pan to practitioners who are 
complieit in illegal pill mill operations and who are ignoring their ethical and legal 
obligations. 

a. .Should Kloi'ida be subject tci a quota on par hIiIi the rest of the slates on a similar 
metric (pills per adult, or pills prescribed per registered doctor)? 

Resp onse: 

21 IhS-C. 5826 and companion regulations 21 CI R 1303.11 and 1 303. 12 discuss the 
establishment of quotas. Neither the statute nor the regulations provide for establishing 
quotas for indiv idual .Slates or any other geographical region. Quotas are issued to 
manufacturers of each basic class of controlled substance in schedule 1 and II. Furthennorc, 
she (2SA and implementing regulations do not set limits on the amount of pills a praelilioner 
may prescribe for their patient provided that the prescription is written for a legitimate 
mcdietil purpose atid is done so in the usual course rtf professional practice. 
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li. When Florida looks like it is the outlier, should they be throw n out of the equation of 
determining quotas and use a system based on the norm for eaeh state? 

Respo nse: 

Again, the quota system dcierniines hmv much of a particular controlled substance may be 
manufacturcd/produced; it docs not dctcniiinc the geographical distribution of any particular 
finished dosage forms. 

e. If Florida dispensed more than 41 million oxycodone pills, the second highest 
preserihing state dispensed 1 million pills, and large slates like California have 
dispensed fewer than 400 thousand, doesn’t that clearly indicate there are at least 40 
million extra pills in the supply chain that should be diseonfinued? 

Response : 

DMA docs res icw and consider known diverted drug data when ealeulaliiig the annual 
production quota for a speeilic drug class. Additionally, there arc no statutory prohibitions: on 
the geographical distribution of any particular nni.slied dosage form ol'controlled substances. 

Methods to reduce or elimiiiaie diver.sion can include administrative. ei\ il or criminal action 
against those involved, I'his is clearly the case within the Stale of I lorida where Federal, 
stale, and local law enlbrccmenl efforts were and coniinuc to be directed at rogue pain clinics, 
their owners and eomplieit praelilioners. Over the past year and a half. DM.A has conducted a 
large-.scale operation dubbed Operation Pill Nation whieh is designed to eradieale these rogue 
clinics, 1 his operation has targeted wholesale distributors, practitioners and eiinic 
ow ners/operators in a eoneened effort to cul off the source of supply ofoxycodone to the 
illicit market. Bringing the wliolesalc distributors into ecimplianee will help reduce the 
diversion ofoxycodone and other eomrolled subslanee pharmaceuticals. Arresting 
praelilioners or revoking their Dh.A regisiralion w ill also help reduce the How of these 
painkillers into the illicit market. 

b. Is there any indiealiun that the prescription drug trade is in any way linked tn the 
orgaiii/ed erime or the drug cartels? 

R esponse : 

[here are no current indications that pharmaceutical controlled suhstunee diversion is linked 
to traditional organized crime syndicates or traditional foreign-based drug eartel.s. 

10. Would on-dosc marking for controlled drugs he a practical strategy for getting at the 
root of the diversion problem? 

Response: 

[here arc certainly ancillary factors that contribute to the diversion of controlled substance 
pharmaceuticals: however, the root cause of diversion is an increasing denitind for these 
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subsutiiccs for iion-incdical purpirses. Oii-dosc marking provides a means lo track and trace 
drugs that have left the closed system ot'distribulion. However, the ability to track and trace 
these drugs dnvsti lo the individual pill does not eliminate or rediiee demand. 1 rack and trace 
is a rcaciiv e rather than proactive solution to a comple.x problem. .As slated above, this 
problem is better addressed through education of the public, practitioners, and pharmacists: 
through ircatmcm; and through enrorcenient, 

1 1. VVliv did abuse of opioid drugs bceoiiie a prulilem .so <|uickly? 

Resnon.sc: 

.America's problem w ith prescription drug abuse is not a new phenomenon. There are 
multiple factors that contribute to the abuse of prescription drugs. One factor that makes 
pharmaceutical drug abuse seem differem from illicit drug abuse is the misperception that 
when we do not see a parlienlar pharmaceutical drug being abused, the prohletn litts gone 
away . I iowevei. prev iously abused pharniaeeiuical drugs give way to newer, more potent, 
quicker acting, and longer lasting pharmaceutical drugs because over the years, 
pharmaceutical companies have continued to develop new drugs or improve on older 
formulations. Some pharmaceuticals wc sec on the market today were not on the market 15 lo 
20 years ago, ,And pharmaceuticals we saw being abused 1 5 to 20 y ears ago arc no longer 
being marketed. 

1 here arc many scientific studies and journal articles examining the use of opioids to treat 
chronic noncancer pain, fhe TfS, Departniem of Health and I luman Services, National 
Institute on Drug Abuse tNID.A) published a Research Report titled "Prescription Drugs: 
•Abuse and Addiction." in which NID.A c.xplorcs the nonmedicai use and abuse of prescription 
drugs, including opioids. In May, 201 1. MD.A publi.shed a research update on prescription 
drug ahirse in its " topics in Brief scries. NID.A stated that multiple factors are driv ing the 
prescription drug abuse problem in the United States, including: misperceptions about 
prescription drug safety: increased cm iiiiiimental availability; and v aried motivations for 
abuse such as getting high, countering an.xiety, pain or sleep problems, t.'r to enhance 
cognition, 

12. Y ou have cited the huge nuinbcr of 1.3 iiiillion registrants under the Cuntrulicd 
Substances Act. Should we be considering sharp reductions in the number of registrants 
who eaii legally handle these subslaiiees? Would l)K,\ have the ability to do that on its 
own or would it require action by Congress? 

Response: 

Dl-fA's mandate lo rcgi.slcT persons to handle controlled substances is outlined in 2 1 ll.S.C. Iji) 
822 and 82.). fhe C'SA prov ides DT.A with .specific criteria that must be considered when 
denying or revoking a registration (21 U.S.C. §824), I'ho vast majority nl'DTA rcgisirams 
adhere to their statutory and regulatory obligations under the CS.A. 1 here are. howev er, a 
limited number ofregi.strants that forego their responsibilities and v iolate the statute or 
regulations, contributing lo the diversion of controlled substance pharmaceuticals, DHA is 
working on sev eral (fonts to ensure that DHA registrants continue to adhere to their 
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rusponsibiUties, 1)1- A's Distribulor Initiative Program is designed to educate and remind 
wholesale distributors of their responsibilitv' to design effective progruins that identify 
stispieious orders, thereby I'erreling out potential sources of dit ersion. f)LiA also has 
reorganized its Diversion Control Program and retrained all of its Diversion Investigators w ith 
an emphasis on enhanced regulatory oversight. DICA has vastly espanded its use of I DS in an 
elforl to effeeliv ely stop those individuals or groups that are committing criminal violations of 
thcCSA. 

l.f. Voii mentioned that as a result of your Distributor Initiative Prouram, some distribotors 
have s oluntarily stopped selling or voluntarily restrieted sales of controlled sobstanees to 
certain domestic pharniaeies and practitioners. What is the next step? If we know 
enough to discourage sales to these places, can Df'.A lake more direct action? 

l^spinise; 

In accordance u ith 2 1 I f .S.C, J 827(d)( I ). every distributor must report to DbA all narcotic 
eontrolled sub.stanee .sales, fhe .Automation of Reporl.s and Consolidated Orders System, or 
AKC()S-2, is the DbA databa.se that captures this conlrolled suhsiaiiee activity . liven though 
the reporting requirement is limited to narcotic controlled substances. Dl.i.\ is overhauling its 
ARCOS sy stem and dev eloping additional I f systems to bettor identify potential sources of 
diversion and to do so more rapidly. Dli.A is also working to expand the number of I D.S as 
well as hire additional Diversion Investigators over the next few years. Ibis eoncerlcd effort 
will allow Df .A to take additional action against legistrams as warranted. 

14. If a distributor refuses to .sell because of a suspicious order, does DKA usually gel timely 
notice of the distributor’s eoneerii? 

Respyotisg: 

2 1 Cf'R 1.301 .74(h) requires a registrant to design and operate a syrstem to disclose to the 
registrant suspicious orders of eontrolled substances and to itiibrni DICA ofthe.se suspicious 
orders "vvlicn discovered" by the registrant, 'fhe liiiicliness of notiliealions varies, DHA. 
through its Distributor Initiative Program, reminds wholesale dislribulors of their 
responsibilities under the C.S.A and implemeuiing regulations, which includes information 
regarding the above citation, 

15. Why did the rogue pharniaeies speeiali/.e in hydroeodone versus oxycodone or other 
conlrolled substanees? W hy do the pill mills .specialize in oxycodone instead? 

if espouse: 

Hydroeodone is a schedule II controlled substance, unless it is contained in a combination 
product of up to 1 5 milligrams per dosage unit, in which ease it is a schedule 111 controlled 
substance. All oxy codone products are listed in schedule II. Pursuant to 21 CIR 1 .106. 1 1(a) a 
pharmacist can only fill a prescription for a schedule 11 substance if he or .she is presented with 
the original prescription. 2 1 Cl R 1 306.2 1 (a) allows a pharmaeisl to fill a prescription i.ssued 
for a schedule 111 substance that has been transmitted by faesimile iir pursuant to an oral 
prescription issued by an individual practitioner. In the case of rogue Internet pharmacies, the 
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'■patienl'" never saw lire doeior and iherefore could not obtain an original prescription. 

Coii\ erscK , owners oi'rogue pain clinics recruit practitioners who arc willing to participate in 
the criminal .scheme and '•patients" come directly to these clinics. This allows a face-to-face 
encounter whereby the "patienf' can receive the pills instantaneously at the clinic (through 
practitioner di.spen.sing). or tliey can receive an original prescription for a schedule il 
controlled .substtincc. 

ill the illicit market, the demtind for o.xvcodone products is greater llian the demand for 
hydrocodone combination products due to their potency, which drit es the prolit margin up for 
the drug dealers. 

U>. I low much of a problem are tlie foreign-based Inlernet pharmacies? Do you have the 
tools you need to address tlieiii? 

Response 

Between tisetil years 2006 and 2009. rogue intemel pharmacies were a major source of 
diversion, fhe rogue internet pharinaeies were responsible for the diversion of tens of 
millions of dosage units of hydrocodone. f)ls,-\ responded to these rogue operations with 
inv estigations such as (Jpcnilion Buywalcli, OpcraiUnt CyherRx. Opcruiion l.iyliininy Strike. 
Operuiiiin 'J exK.x. ami Opcnitioii Control Ah Dcleie. Although ttiaiiy domestic rogue internet 
pharmacies that di.strihuted controlled substances were eliminated after the Ryan Haight Act 
wa.s implemented in .April 2009. the problem has not been resolved with regard to foreign- 
based internet pharniacies and IDIIA continues to lake steps to address it. 

While imernet pharmacies reinaiit a problem, the National .Siirv ey on Drug t ise and 1 lealth 
(NSDl 11) show .s that the majority of prescription drugs that are ahu,scd are not purchased on 
the Internet, The 2010 NSDl II 1 survey shows among respondems aged 1 2 or older who used 
pain relievers non-medieally in the I 2 months preceding the survey, mily 0.4% of people 
bought them over the inlernet. In eonirasl. 4.4 percem received them from it drug dealer or 
stranger. 17,.'i% said they received them I'roni a doeior. and .s.^'l'ii said they received them from 
a family member or friend. 


fherc are foreign-based websites that offer to sell both controlled and non-cotUrolled 
substances. Upon further investigation, these sites are backed not by foicign-hased brick and 
mortar pharmacies, but rather by unscrupulous criminal entrepreneurs, I’ersoiis ordering from 
these sites are likely to run the gamut of secnaiios. l or e.xatnple. they may not receive any 
controlled substances, they may receive look-alike pills that contain other substances 
{controlled or non-eontrolled). And in some instances they may receive actual controlled 
sub.slaiiee pharmaceuticals, t he latter appears to he somew hat limited. DU.A works with 
Customs and Border Protection in an ongoing operation dubbed Opertilion .Safeguard, I hider 
this operation, law enforcement officials monitor inbound international packages for the illicit 
smuggling of controlled substance pharmaceuticals. DU.A is also it participant in the 
Permanent f orum on International Pharmaceutical Crime (Pl'IPC). I’PIPC consists of 
professionals from 15 member countries that e.'tchange information on international 
pharmaceutical drug iraflieking. Phis includes informatioti on the traf lieking of both 
eoiitrolied and iion-eonirolled pharmaceuticals. 
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rille 2 1 list' § 959 provides DliA vviih authority to investigate incnibers of foreign-based 
drug iraftleking organi/ations that manufacture or distribute a controlled substance intending 
that it be unlawfully imported into the Ijiiited Stales, or knowing that such substtincc vvill he 
unla»full\ imported into the United States, I'his statute i,s limited to schedule I and II 
.substances (or llunitra/epam or listed ehemieals). There are. htvwer er, controlled substance 
pharmaceuticals that are abused in schedules ill and IV that are ot eoncern. 

17. Whal type of “administrative action” did 1)K.-V lake against the wholesale distributors 
who «ere supplying rogue pain elinies in south Florida? Are the penalties severe enough 
to deter criminal behavior? 

Rcspitinse: 

OpKnutiiin I’ill \antiii is a combined federal, state and local law enforcement effort to target 
rogue pain clinics operating in south Morida, .As part of this operation 1)1 .A is also using its 
rcguhrtorv autiioritv to pursue wholesale distributors who failed to tidhere to their regulatory 
responsibilities. Dli.A has taken adminislraiive action against four wholesale distribulors. 

One such action has resulted in a Sb million civ il penally paid by Harvard Drug C orporation 
in April 20 1 1 . .Actions taken against wholesale dislributors supplying south I'lorida pain 
clinics liavc thus far involved penalties for civil ratlicr than criminal violations. 

l Urridii was previouslv llte cpicemcr for tliversion from rogue iiitcrnel pharmacies that 
illegally distributed millions of dosage units ol’hvdrocodone. These schemes were not limited 
to just i loritia hut operated nationw ide, I'liese operations were supplied by wholesale 
distributors who failed to adhere to their regulalorv responsibilities. I'o address that problenn. 
DT.A brought civil action against various wholesale distributors, f or example, in .April ZOOS, 
McKesson Drug Corporation paid SI.T.5 million in civ il penalties and Cardinal Health paid 
S34 million in civil penalties in Ociober ZOOS, 

Id. Other than throwing more resources at the problem, are there steps that Congress can 
take to assist you in eombating this enormous problem? 

Esspcinse: 

I he 201 1 National Drug Control Strategy redecis a coinpichensive approach to reducing drug 
use and its eonsequences. Hie key objeclives include: strengthening efforts to prevent drug 
use in our eoinmuiiities; breaking the eyele of drug use. erime. delinqueiiev. and incareeralion; 
disrupting doine.siie drug iralTiekiiig and produetion; and strengthening international 
partnerships. On April 19, 201 1. the .Administration revealed an action plan to address the 
national preseriplioii drug abuse epidemic. It expands upon the National Drug Control 
Strategv and includes four major areas to reduce prescription drug abuse: education, 
inonitoring. proper medication disposal, and enforcement. 

One element under the .Administration's plan is: •'Work with Congress to amend I ederal law 
to require praelilioners (such as physieiaiis, dentists, and others aulliori/ed to pre.scribe) who 
request DM, A registration to pre.seribc eomrollcd substances to be trained on responsible 
opioid prescribing praeliees as a precondition of registration. This training would include 
assessing and addressing signs of abuse and-'or dependenee." 

13 
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Additiuiially, I)1A is striking at eser> 1 cvl-I of the distrihulkm chain to combat the grouing 
problem rtf prescription drug abuse. Activities in support of the Niitional Drug Control 
Strategy include: 

• N 1 Bl and disposal regulations: As you know, the medicine cabinet is a source of supply 
for teens and other family meinbers for abuse or accidental ingestion. DliA is engaged 
in implementing regulations to provide the basic f'rainevvork to allow /kmericans to 
dispose of their unused and unwanted medications in a secure and responsible manner. 
Before passage of the Secure and Responsible Drug Disposal Act. Db.A sponsored a 
nationw ide take-back initialive that resulted in the removal of 1 2 1 Ions of medication 
from .Anieriea’.s inedieine cabinet. Ifli.A sponsored the second nationwide take-hack 
initiative on .April .fO. 201 1. which resulted in the eollcctitvn ol'more than 188 tons of 
unwanted or expired medications. DHA again sponsored u take-baek initiative on 
Octobci 24, 201 1 which resulted in the colleetion of more than 188.5 tons of unwanted 
or expired medications. ONDCR. SAMliSA. the Department of .lusticc, the Bureau of 
■lustice Assistance, the Office oftlie National Coordinator for Health Information 

l echnology (ONC), the Indian Health Service {II IS), the Bureau of Indian Affairs (BIA). 
and the Bureau of Indian hdueation (Bil l) are all working cooperatively to promote drug 
take back programs in all communities. Dlfk will continue to sponsor this take-baek 
program until the regulations are in place. 

• Operation SOS: South I'lorida is the "prescription drug grtnmd zero.'' DBA is actively 
investigating pharmacy appliealions for rcgi.stration in south I'lorida. and .seeking to deny 
those applications that are inconsistem with the puWie interest. 

• lixpandcd I'DS: IDS groups are dedicated solely towards investigating, disrupting, and 
dismantling llio.se individuals or organizations involved in diversion schemes (e.g,. 
"doctor shopping,” prescription forgery rings, and doctors or pharmacists who illegally 
divert controlled subsltitice pharmaceuticals and listed chemicals). .As of February 2012. 
46 of the I DS groups are openitional. but .some may not be fully staffed. 

• OHN; Operation Fill Nation is but (Uie example of the success of the I DS in removitig 
the sources of diversion and preventing future diversion of even greater cjuantities of 
prescription drugs. I his operation involved the mobilization of I I 1 DS from across tbe 
Dnited Stales to marshal with the Miami I DS and other state and local agencies in a 
concerted elforl to attack and dismantle the hundreds of rogue pain clinics that continue 
to plague soutli Florida. DPN has targeted rogue pain clinics in .south Florida since 
I'ebruary 14. 2010, and culminated in a series of major takedow ns in February 2011, 

• Distributor Initiative: DF.A's efforts are also aimed at ensuring that I)F.A registrants 
maintain effective controls against diversion by designing and operating systems that 
disclose to the registrant su,spieious orders for eonlrolled substances. In 2005, DF.A 
established the Distributor Initiative I’rogram to remind distributors of their 
responsibilities under the ('S,\ and its implementing reuiilaliims concerning suspicious 
orders. Sinec its inception in August 2005 through .March 28, 201 1. DFA has briefed 74 
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I-)!' A-rcgislereil corporations/companies comprising 21 2 disirihution tenters concerning 
illegal Imcrnel phaniiacy operalkms and rogue pain clinics. .As a rc.sult, some 
distributors have voluntarily stopped .selling or voluntarily rcslrietcd sales of eonirolled 
suhstanees to certain doineslic phaniiacies and practitioners, 

• Incretised regulatory oversight: IDEA has increased its Oiversion ln\ esligalor ranks to 
provide increased rogulalory oversight of the more than I ..1 million DE.A registraiils. a 
number which grows at an annual rate of approximately 2.5 percent, fhese Diversion 
investigators carry out more freqiicm .scheduled inspections, thereby improv ing our 
rogulalory ov ersight and thereby reducing avenues of diversion. 


• I he PEA. ON12CP. SAMll.SA. Di).l. HJA. ONC, lihS. BIA. and HIE are all working 
cooperatively to promote the use of Prescription Drug Monitoring Programs (PDMFs) in 
all communities. 

The l lonorahle Hill Ca.s.sidv 

l‘E A iiutnhtr of pharmaceutical distributors have created and implemented a system to 

proactively track and limit the distrihution of controlled substances. ITie stated purpose 
of this initiative is to limit the amount of controlled .suhstanees that can be purchased hv 
a specinc pharmacy and report suspicious orders to DEA. lion useful has this 
information been to the [)K A in their iiivcstigatioii of suspicious activ ity? Please provide 
statistics from before and after implcmenlalion of the program w ith your response. 

Respvinse: 

2 1 CI R 1 .20] .74(b) requires a rcgislram to design and operate a sy.stem to disclose to the 
registrant suspiciou.s order.s of controlled substances and to inlbrm !.)EA of these suspicious 
orders “when discovered" by the regisiranl. DE.A. through its Distributor Initiative Program, 
reminds wholesale di.siributors ulTheir responsibilities under the C’.S.A and implementing 
regulations which includes the requirement to notify DE.A of suspicious order.s when 
discovered, DE A use.s these suspiciviiis order repons as investigative leads and to bolster 
ongoing investigations. 


l.s 
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Dr. Carol J. Boyd, Ph.D., R.N., F.A.A.N. 

Director 

Institute for Research on Women 
and Gender and Professor of Nursing 
University of Michigan, Ann Arbor 
1)36 Lane Hall 
204 South Stale Street 
Ann Arbor, MI 48109 

Dear Dr. Boyd, 

Thank you for appearing before the Subcommittee on Commerce, Manufacturing, and Trade on April 
14, 201 1, to testify at the hearing entitled “Warning: The Growing Danger of Prescription Drug Diversion.” 

Pursuant to the Rules of the Committee on Energy and Commerce, the hearing record remains open 
for 10 business days to permit Members to submit additional questions to witnesses, which are attached. The 
format of your responses to these questions should be as follows: (1) the name of the Member whose question 
you are addressing, (2) the complete text of the question you arc addressing in bold, and then (3) your answer 
to that question in plain text. 

To facilitate the printing of the hearing record, please email your responses, in Word or PDF fonnat, 
to the legislative clerk fAlex.Yergin@mail.house.covL by the close of business on Friday, May 13, 201 1. 

Thank you again for your time and effort preparing and delivering testimony before the 
Subcommittee. 



cc: The Honorable G. K. Butterfield, Raiking Member, 

Subcommittee on Commerce, Manufacturing, and Trade 


Attachment 
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The Honorable G. K. ButfernekI 


1. National studies Implemented by the Substance Abuse and IMcntal Health Services Administration 
(SAIMHSA) find that painkillers arc the prescription drug category most frequently used non-medicaliy. 
But surveys on drug use among young people^ including the University of Michigan's Monitoring the 
Future dataset, suggest that prescription drug abuse by teenagers - compared to that of the population 
at large - is more evenly spread out across different classes of drugs, including opioid analgesics, 
stimulants, and tranquilizers/sedatives. 

a. Please briefly summarize the conclusions of recent surv'eys that have examined young people's use 
and abuse of different categories of prescription drugs. Please outline how these findings align with 
or diverge from findings compiled through the National Survey on Drug Use and Health (NSDUH) 
or other SAMHSA studies. 

Both the National Survey of Drug Use and Health (SAMHSA, 20 1 0) and Monitoring the Future {Johnston et 
al., 2010) are epidemiological studies that provide descriptive data and thus, make no attempt to establish 
causal relationships nor to describe the nonmedical use of controlled medications in detail. However, there are 
additional studies that focus on adolescents and/or young adults (see Arria et al., 2008; Boyd et al. 2006a, 
2006b. 2007, 2009; McCabe et ai.. 2004, 2007); several of these provide insights into this substance abuse 
problem among adolescent and/or young adults. In fact, these studies complement the NSDUH and MTF. 
Below' are general conclusions drawn from current literature. 

• Prescriptions for controlled medications have increased in adolescent and young adult populations 
(Fortuna et al. 2010). In a school-based sample (N=9I2), 36.8% of the respondents reported having a legal 
prescription of a controlled medication within the previous 12 months (Boyd et al., 2009). Thirty-two percent 
(32.5%) of 1 2'’’ graders in the 2009-20 1 0 Monitoring the Future (MTF) reported nonmcdically using (heir own 
narcotic medication and 19.2% reported nonmedlcally using their amphetamine medications (c.g. ADHD 
jnedication). However, it is unclear whether these adolescents were using their medications to self-treat or to 
‘■get high”. Neither the NSDUH nor the MTF adequately address the issue of medical use or misuse/abuse of 
one’s own controlled medication, nor do they correlate this misuse with doctor shopping. Conclusion: 
Controlled medications arc increasinuiv prescribed to adolescents and young adults and these aue uroups 
appear to use their own medications for nonmedical purposes. However, more data arc needed to determine 
the reason for misusim^ one’s own medication. It is unclear w'hether 1 2 to 15 year olds are cnaaaina in the 
misuse of their own controlled medications for purposes of self-treatment ri.e. to treat uncontrolled pain) or for 
other purposes (e.u. uet hiuh, mix with other drugs, etc.). 

• The highest risk groups for nonmedical use of controlled medications are young adults, foliow'ed by 
adolescents. The NSDUH (SAMHSA, 2010) provides these data as well as other studies (Boyd et al 2008; 
McCabe et ai, 2006, 2007. 2008). Conclusion: Prevention efforts should be age appropriate and focus on 
parents and health providers as well as adolescents and vounu adults. 

• Using annua! data and in a nationally representative sample of 8'*', iO"' and 12''' graders, MTF data show 
that 5.9% have engaged in the nonmedical u.se of Vicodin® while 4.3% have used Adderall^B) nonmedically. 

In addition, 4.5% have nonmcdically used tranquilizers and 3.8% have nonmedically used OxyContin® 
(Johnston , et al., 2010). NSDUH data are reported differently and are dilTicult to compare to MTF data; 
however, NSDUH reveal that approximately 10% to !2% of 17 and 18 year olds have engaged in the 
nonmedical use of prescription pain medications (not just Vicodin®F Conclusion: Vicodin®, Addcrail®. 
OxvContin® and tranquilizers arc used by a similar proportion ofS**. 10''‘‘ and 12''* graders: however, when 
combining all of the opioid analgesics into one category (e.g. Tylenol 3®. Percocet®, etc.), the largest drug 
class abused is the opioid analgesics with 10-12% of older adolescents reporting annual nonmedical use. 

• The NSDUH. MTF and regional studies all report that opioid analgesics are the drug category most likely 

to be abused by adolescents and young adults (Boyd et al., 2006b; Johnston et al., 2010; McCabe et al., 2007; 
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SAMSHA, 2010), however, the abuse of stimulants and tranquilizers (anti-anxiety medications) is also 
prevalent, especially among young adults (18-25 year olds). When considering people under the age of 20 
years, more w'ent to the emergency room for an alprazolam (Xanaxtg)) overdose than for a hydrocodone 
overdose (SAMHSA, Drug Abuse Warning Network, 2010). Conclusion: It would be a mistake to only focus 
on the opioids analgesics, the focus should stay on the nonmedical use of ail controlled medications. 

• Using NSDUH data, Schepis et ai (2008) found that nonmedical use of controlled medications is 
correlated with other forms of drug/alcohol use; smaller studies have found the same result (McCabe et al 
2007; Teter, et al, 2006). Risk taking and/or sensation-seeking are highly correlated with nonmedicai use of 
controlled medications among adolescents and young adults (Boyd, et al 2009; McCabe, et a!.. 2009; Schepis 
& Krishnan-Sarin, 2008). Conclusion: The nonmedical use of controlled medications is often (hut not always) 
associated with a constellation of other problem behaviors, including poiy-substance abuse. 

• Using data from the NSDUH, several researchers have found that girls are more likely to engage in the 
nonmedicai use of controlled medications (Schepis et al, 2008; Sung etai 2005), although the NSDUH shows 
that females are only more likely to abuse tranquilizers. Catalano et al (201 1 ) found there were no sex/gender 
differences in the nonmedicai use of opioids, although for other drugs, males were more likely to use. In a 
smaller, regional study, McCabe et al, 2007 also found that girls were more likely to engage in this behavior; 
further, African American youth are less likely to engage in nonmedicai use. Conclusion: Females enuaac in 
nonmedicai use at about the same rates as their male counterparts and this represents a change in the 
demographics since males are more likely to enaatze in all other Forms of substance use. At this time. African 
American youth are less likelv than their Euro-American counterpaits to engage in the nonmedicai use of 
controlled medication s. 


• Using 2009-2010 national data from 12''* graders, MTF(Johnston, et al., 2010) reported that 55% were 
given amphetamine medications (e.g. ADHD medications) from a friend and 6.9% front a family member 
while 52.5% were given narcotic medications (i.e. opioid analgesics) From a friend and 1 5.9% from a family 
member. Only 1.1% bought narcotics on the Internet while 19.5% bought narcotics from a drug dealer. 
Multiple studies have found that diversion most likely occurs among family and friends (Boyd et al., 2007; 
Johnston, et al., 2010; SAMHSA, 2010). The nonmedicai use. and diversion of controlled medications are 
parallel to their availability. Conclusion: Dru 2 dealers and the Internet are NOT the main source of diverted, 
controlled inedieation.s. Most adolescents and voiinti adults cet controlled medications from Family and friends 
for free. 


• The nonmedicai use of controlled pain medications is associated with psychiatric co-morbidities. (Huang 
et al.. 2006; Schepis et ah, 2010; Wu, et ah, 2010). Conclusion: The high prevalence of psychiatric and mental 
health problems among nonmedicai users of controlled pain medications should be considered in treatment 
protocols. 

b. Please discuss potential reasons why statistical disparities exist between the reported drug use 
and abuse of young people and the reported use and abuse of all individuals age 12 and older. 

The findings from the national studies differ in their conclusions because the samples differ (i.e. the age used 
in the samples), .study designs differ (i.e, cross-sectional versus panel), the questions differ (i.e. some surveys 
use complex questions in contrast to a simple question) and in some situations, different statistical techniques 
are used. 

The two largest cross-sectional, national studies that focus on adolescents and young adults and address the 
nonmedicai use of controlled medications are the Natioml Sur\>ey on Drug Use and Health (NSDUH) and 
Monitoring the Future (MTF). However, these studies rely on different sampling plans and time frames (e.g. 
MTF is school based and NSDUH is household based) , diffet-ent modes of data collection (i.e. computer 
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assisted versus paper-and-pencii),_and different survey questions to assess the noninedical use of controlled 
medications. Further, the study investigators often report on different time periods (i.e. 30 days, 12 months or 
lifetime); 30 day will have the lowest estimates and lifetime the highest. Each study also focuses on different 
age groups , with MTF reporting on 8'^, lO'^ and 12'^ graders and theNSDUH reporting on 12 to 17 and 18 to 
25 year olds. Relative to the one question that determines nonmedical use: the MTF stipulates it was taken 
without a doctor’s order, the NSDUH stipulates that the medication was “not prescribed” or it was "taken for 
the experience or feeling it caused”. The use of such different questions makes comparisons among the two 
studies very difficult and probably accounts for some of the discrepancies in the prevalence estimates 
generated by the studies. Further, the MTF and NSDUH fail to distinguish between people who misuse or 
abuse their own medications (e.g. use more medicine that prescribed, use more often than prescribed, etc.). 

Another source for data on nonmedical use is the Youth Risk Behavior Sun'ey (YRBS); a survey sponsored by 
the Centers for Disease Control (CDC). The YRBS contacts students in the 9"‘ through 1 2’'' grades and is a 
school-based survey conducted every other year. In general, the YRBS produces somewhat higher prevalence 
rates than either the MTF or NSDUH but the trends are similar. Comparing the YRBS, NSDUH and MTF 
data are very difficult because they use different periods of time (i.e. YRBS is biennial and NSDUH and MTF 
are annua!) and the ages covered by the samples are different. 

In regional studies there may be different prevalence estimates because the study sample, prescription practices 
and nonmedical use vary by region. Further, the regional studies often use a different mode of data collection 
(e.g, web-based surveys, face-to-face interviews, etc.). Boyd and McCabe ask very detailed questions about 
medical and noninedical use, focusing on subtypes of nonmedical users (Boyd, et al., 2006; Boyd et al., 2009; 
McCabe et al. 2009). Their studies distinguish among those who abuse their own medications and those that 
use diverted or someone eise’s medications. 

c. To what extent do you believe these differences are attributable to current teens’ and young 
adults’ membership in a specific generational cohort with particular views on (he utility and risk of 
each drug? Alternatively, to what extent do you believe these differences are the result of the unique 
physical and social characteristics of adolescence, and that as these teens and young adults age, their 
views and behavior will change? 

This is a very important question, and one that is impossible to conclusively answer because of a lack of 
prospective data. It is well established that illicit drug use moves in social and behavioral patterns, with 
individual drugs gaining and losing popularity; the patterns may be regional or national. However, this ebb 
and flow' is not true for alcohol, which remains a very popular substance. 

Because prescription medications share social characteristics with alcohol (e.g. legal for certain groups, 
relatively safe in small dose.s, etc.), nonmedical use may be more similar to alcohol misuse/abuse. Our society 
promotes the legal use of both alcohol and controlled medications; we are one of a very few countries that 
allow the television marketing of controlled medications (tor example, Lunesta®). 

Like the abuse of alcohol, the nonmedical use of controlled medications is probably not cohort driven; indeed, 
it is increasing in several age groups, including those over 50 years of age (Blanco et al., 2007; NSDUH. 

20 1 0). This nonmedica! phenomenon — among all age groups -- is most likely a product of our social mores as 
well as attitudes about our bodies, medications and self-treatment. Historically young adults and adolescents 
(illegally) use many different substances (including controlled medications) at higher rates than their older 
counterparts; fortunately, most curtail these behaviors as they advance to middle adulthood. There are some 
young substance users who do not stop; it is for this reason that drug prevention and early intervention is so 
very important. 
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2. The National Survey on Drug Use and Health (NSDUH) is the most comprehensive federal study of 
drug use among those 12 years and over and the source for much of our current understanding on 
prescription drug abuse. Nevertheless, in the 2010 National Drug Control Strategy, the Office of 
National Drug Control Policy indicated that it believes there are many ways the study can be improved. 

a. What do you believe are the most notable shortcomings of the National Survey on Drug Use and 
Health, as it currently exists, and what do you believe could be done to improve the survey in these 
areas? 

The National Survey on Drug Use and Health (NSDUH) is a yearly, in home survey of non-institutionalized 
U.S. population. Households are selected for screening, with in person screening conducted to identify 
individuals 12 years and older. Once eligible households are identified and full interviews are conducted on a 
random sample. A!! interviews occur in the home using interviewer-assisted and computer-assisted methods. 
Conclusion : G e ner al limitations of the NSDUH include: 1) it is cross-sectional data so causa! inferences are 
constrained: 2) the questions are not aligned w it h the needs of the treatment and prevention communities: 3) 
the data are self-reported and not confirmed with other data (i.e. self-report combined with drug testing): 4) the 
sample does not include, institutionalized individuals and thus, some behavions may be under reported: 5) the 
survey lacks questions reuarding routes of admini.stration and motivations for nonmedical use. 6) some of the 
questions have not been deteivnincd to be valid and 7) In some instances, the questions are poorlv constructed. 

b. Given shortcomings of the National Survey on Drug Use and Health, and how would you 
recommend solving them? 

Compton and Volkow (2006) noted that our understanding of nonmedical use of controlled medications is 
limited by not having a consistent definition that is “measured” uniformly across national studies. And thus, 
some of the NSDUH shoilcomings center on the nonmedical questions related to controlled medications. 
Recommendations include: I ) Revisina the question that addresses the nonmedical ii.se of controlled 
medications and making this question consistent with other NIDA funded studies. As the question is currently 
written, it has two parts and thus, it is difficult to determine the intent of the respondent. 2) Adding additional 
questions about the medical use of controlled medications. These auestion.s would seek to establish the 
nrevaience of controlled medications in households, nanicularlv those that are stored and not currently used: 3) 
Adding questions to determine whether the respondent is engaging in nonmedical use with their own 
prcsc ri Di ion.s as w' ell as with s o meone elscN prescription and 4) asking more detailed questions about the 
source of the controlled medications, the attitude.^ toward controlled medications, the motivations to engage in 
nonmedical use and the beliefs about safety, and the routes of administration . 

c. How would NSDUH enhance our understanding of the prescription drug abuse problem if the 
study were to improve in the ways you suggest? 

Prevention and treatment expem need reliable and valid data in order to deliver their services. If the NSDUH 
questions were enhanced, experts would have a more complete picture of the risk factors and consequences 
associated w ith the nonmedical use of controlled medications. 

It is well established that nonmedical use is a behavior that takes on many forms - each form is risky but some 
forms are riskier than others. With enhanced questions, wc would learn: 1) The percentage of people (by age 
group) that engage in nonmedical use with their own medications in contrast to those who use someone else’s 
medications; 2) The extent to w-hich people (by age group) give away “extra” pills from their own medicine 
bottles; 3) The reason people (by age group) save their medicines rather than dispose of them when they are no 
longer needed; 4) The extent to which people (by age group) ask their family and friends for “extra” pills: 5) 
The reasons people (be age group) engage in nonmedical use and how often they engage in the behavior and 6) 
The beliefs about controlled medications and the safety of using them nonmedicaiiy. 












326 


Subcommittee on Commerce, Manufacturing, and Trade 
“Warning: The Growing Danger of Prescription Drug Diversion;' 

April 14. 201 1 
Additional Questions for the Record 


it would be very helpful if the NSDUf i data provided a more complete picture of the risk factors and 
consequences associated with the various forms of nonmedicai use in adolescent and young adult populations, 
the use of controlled medicines (legal use); the abuse of one’s own controlled medications; the sources and 
diversion practices (in greater detail), and the motivations to engage in nonmedicai use of each of the four drug 
classes (pain, sleep, stimulant and anti-anxiety). There is strong evidence that nonmedicai users of controlled 
medications are a diverse group. 

d. What can be done to improve other federal studies of drug use and abuse? 

(See previous answers) Federal studies can be improved in several ways: 1) improve the questions pertaining 
to nonmedicai use of controlled medications in large federally funded studies, work to make the questions 
more uniform across studies so data can be compared; 2) add questions about routes of administration, medical 
use (legal prescriptions) and adherence; 3) add questions about diversion, including how controlled 
medications are stored and finally, add questions about availability, attitudes and knowledge as these pertain to 
controlled medications. 

3. Based on the academic research, please provide a discussion of how teens are mo,st likely to put 
prescription drugs into their bodic.s. What is the prevalence of each route of admini-stration for the 
different categories of prescription drugs taken non-niedicaiiy? How does this dilTcr hy age group? 

National data provide few (if any) insights into the prevalence of each route of administration (e.g. oral, 
injection, nasal, etc,) because no such national prevalence studies have been published. Smaller 
epidemiological studies show that approximately 9.5% of collegiate nonmedicai users of controlled stimulant 
medication self-administer orally, 38% via intranasai (snorting), 6% via smoking, and less than 1% via 
inhaling, injecting or other routes of administration (McCabe & Teter. 2007; Teter et al., 2006). Similarly, 
another study found that approximately 97% of collegiate nonmedicai users of controlled stimulant medication 
self-administer orally, 13% via intranasal (snorting). 4% via smoking, and less than 1% via inhaling, Injecting 
or other routes of administration (McCabe et a)., 2007). In 2005, McCabe and Boyd conducted the Student 
Life Survey (SLS) on one Midwest college campus; in the SLS McCabe and Boyd a.sked about the nonmedicai 
use of oxycodone and hydrocodone medications in the previous year. They found that approximately 49% 
(n=35) of tho.se students who nonmedically used oxycondone engaged In non-oral routes of administration, 
while 36% (n=125) of hydrocodone nonmedicai users engaged in non-oral routes. To date, there is a lack of 
epidemiological research in terms of which routes of administration are being used for anti-anxiety and 
sleeping medications. Based on the limited re.search in this area, little can be confirmed regarding routes of 
administration and how they differ by age group. 

4. Please provide a discussion of overdose deaths where prescription drugs are involved, including the 
relative prevalence of deaths from polydrug use. 

It is difficult to find good data on overdose deaths, particularly when there is an attempt to establish that a 
certain medication caused the death. In a report issued by the Center for Substance Abuse Treatment (20 1 0). it 
was noted that in 2006 more than one type of drug was mentioned in the majority of opioid analgesic 
poisoning deaths, with benzodiazepines involved in 17 percent and benzodiazepines with cocaine or heroin in 
an additional three percent. 

Although not directly related to overdose deaths, the Drug Abuse Warning Network (DAWN) provides 
insights into overdose visits to our nation’s emergency departments (ED). According to DAWTs' data, many of 
the most commonly misused or abused pharmaceuticals were found to have increased more than 100 percent 
between 2004 to 2009. The largest increases were seen for oxycodone products (242.2 percent increase), 
alprazolam (148.3 percent increase), and hydrocodone products (124.5 percent increase). There was also a 
notable increase with zolpidem, a controlled medication to induce sleep (154.9 percent increase). Using 2009 
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data from DAWN that involved pharmaceuticals, approximately 50% of the ED visits were for the misuse or 
abuse of narcotic pain relievers (129.4 visits per 100,000 population) while another third involved drugs used 
TO treat sleep or anxiety disorders, primarily the benzodiazepines (121.6 visits per 100,000 population). 
However, for people under 20 years, alprazolam (i.e. Xanax®) was as likely to be implicated as either 
oxycodone formulations and more likely than hydrocodone formulations (see Figure 1) 
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Chairman, Subcommittee on Commerce, Manufacturing, and Trade 

cc: The Honorable G. K. Butterfield 

Ranking Member, Subcommittee on Commerce, Manufacturing, and Trade 

From: Amelia M. Arria, Ph.D. 

Director, Center on Young Adult Health and Development 
University of Maryland School of Public Health 

Re: Responses to Questions from the Subcommittee on Commerce, Manufacturing, and 

Trade related to testimony on April 14, 2011 at the hearing entitled "Warning: The 
Growing Danger of Prescription Drug Diversion," 

The Honorable Mary Bono Mack 

1. You recommend tightening the "chain of custody" that governs the supply of prescription 
drugs. What specifically do you believe is necessary? 

Response: Pharmaceutical drugs pass through many places and hands before reaching the 
user. To prevent nonmedical use, we must understand and document the variety of paths that 
prescription drugs take— from the manufacturer all the way down to the user. Documenting 
the "chain of custody" is a very complex problem. We must determine the major weak spots in 
the transfer of prescription drugs from place to place. There are two scenarios to consider: 

1. In the case of a user who has a legitimate prescription, nonmedical use of prescription 
drugs involves using more of the drug than intended by the physician. At the very least, we 
must have a system of knowing from how many physicians an individual is obtaining the same 
types of potentially addictive drugs. We must have a way of alerting prescribers and/or 
pharmacists that multiple prescriptions are being dispensed to the same person. 

2. In the case of the user who does not have a legitimate prescription, nonmedical use 
involves obtaining the drug from a variety of sources, including individuals who have 
prescriptions, strangers, family members with leftover prescriptions, drug dealers, etc. Another 
source could be online pharmacies, although very little information exists regarding the 
characteristics of purchasers who buy drugs from online pharmacies. The chain of custody for 
this scenario is much harder to document. 

At the very least, there should be efforts to document on an ongoing basis the discrepancy 
between the amount of pharmaceutical drug being manufactured and the corresponding 
amount of drugs being dispensed through legitimate prescriptions, 

2. When we know that the most typical source of pills is from family or friends, or taking from 
a medicine cabinet in the house, does that indicate a problem in the way information 
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accompanies prescriptions if parents are not more cognizant of the possibility their children 
may divert the drugs? 

Response: Yes, it is true that more information is required to accompany the prescription to 
prevent diversion. This is especially true when the source of drugs obtained for nonmedical use 
is either family, friends or acquaintances. We have advocated for better physician-patient 
communication around risks of sharing and selling psychoactive medication. However, 
information-only approaches are likely to have limited utility. Just telling someone not to do 
something usually does not work. Therefore, we must develop and evaluate better strategies 
to reduce the likelihood of sharing and selling medication. One potential way to reduce 
diversion is to ensure that the number of pills dispensed matches the number of pills to treat 
the condition or manage pain. Dosing judiciously, as suggested by McLelian and Turner (2010) 
should be the rule, not only for chronic pain, but especially for many acute pain conditions (e.g., 
wisdom tooth extraction). Parents and other adults should be vigilant about leftover unused 
prescription medications in their households. 

3. Do drugs affect a young adult's brain differently than an adult's? 

Response: It is most likely that drugs affect a young person's brain differently than an adult's 
brain. A definitive research study (where adolescents and adults are exposed to various 
amounts of illicit drugs) would be impossible and unethical to conduct because of the inherent 
ethical violations. But research has illuminated that adolescents appear to be less sensitive to 
internal signals that help us recognize our level of alcohol intoxication (like feeling woozy). Not 
having a fully developed sense of how intoxicated one is can lead to more problems because 
these signals help us to curtail our drinking. We also know from research that adolescents 
seem to be more vulnerable than adults to alcohol-related impairments, especially damage in 
the hippocampal region of the brain which is associated with memory and learning. There are 
several good resources on this issue; here are just a few: 

http://teenbrain.drugfree,org/ 

http://www.actforvouth.net/resources/rf/rf brain 0502.pdf 

http://www.npr.org/templates/storv/storv.php?5torvld=124119468 

http://www.nimh.nih.gov/health/publications/teenage-brain-a-work-in-proeress-fact- 

sheet/index.shtml 

http://www.thechaHenge.ore/chaHenee 14 3.pdf 
The Honorable G. K. Butterfield 

1. In your testimony, you discuss how prescription drug abuse by our youth cannot be viewed 
in isolation because those who abuse prescription drugs non-medically may also be heavy 
drinkers or users of illegal drugs. The data you present, involving college-age individuals, is 
shocking and troubling. 
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a. You wrote that non-medical prescription stimulant use is a "red flag" for underlying 
alcohol and/or drug problems in a college student, and that this student is often 
someone who attempts to use Adderall or another prescription stimulant as a 
"shortcut" to make up for the time they have lost to their substance abuse problem. 
Please help us understand this a little more. What can or should the parent, 
professor, or roommate notice? For example, should one see poor, last-minute, 
rushed performance and worry about prescription drug abuse? Or should the use of 
prescription stimulants be noticeable in some way and then one should look for 
alcohol or other drug problems? 

Response: Many research studies have shown that individuals who use prescription drugs 
nonmedically are likely to either have a history of heavy alcohol use and/or other illicit drug 
involvement or to be current users of other substances. Substance use in college is often 
associated with skipping class, and skipping class is likely to place on at risk for poor 
performance in school. Therefore, one of the most obvious signs of a problem would be 
regularly missing class. This is not to say that all students who miss class have substance use 
problems, but missing class regularly should alert friends or concerned instructors to the 
possibility that there might be an underlying problem that should be addressed. It is also 
possible, as you have suggested, that poor, last-minute rushed performance could be a sign of 
substance use. Lastly, many students will directly admit to using stimulants nonmedically to 
their parents or friends. When revealed to parents and friends, nonmedical use should be 
discouraged, rather than encouraged or seen as something benign. A comprehensive 
assessment of alcohol and all forms of substance use is warranted to mitigate possible 
escalation of both substance use problems and academic failure. 

b. With so many forms of abuse, early detection is crucial. You mention that NIH 
research can help us better understand risk factors for youth drug involvement. Are 
there certain people, because of behavior, family history, or other reasons, that 
counselors in middle schools, high schools, colleges should be keeping an eye on? 

Response: While no person is completely immune to risk for developing substance use 
problems, certain children, adolescents, and adults are at high risk for initiating and sustaining 
habitual substance use which often leads to addiction. Detection of high risk individuals thus 
has paramount importance. The best example of NIH-funded work in this area has been 
conducted at the University of Pittsburgh's Center for Education and Drug Abuse Research 
(CEDAR), directed by Dr. Ralph Tarter. During the past two decades, this program, supported 
by NIDA, has led to the development of three instruments for identifying high risk youths and 
adults: the Drug Use Screening Inventory (DUSI), the Dysregulation Inventory, and the 
Transmissible Liability Index. The DUSI has additionally been validated for use in practical 
settings in multiple language formats on the Web. This efficient (15-minute) screening can 
detect vulnerable youth with about 80% accuracy who will transition to substance use and 
succumb to addiction as well as predict commonly related adverse outcomes such as violence, 
psychiatric illness, and social maladjustment. 
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If the use of these sorts of screening tools could become more mainstream in educational 
settings, problems could be detected and resolved much earlier in life before substance use 
begins. The cost-effectiveness of systematic brief screening used in surveillance is well- 
established, thereby enabling efficient allocation of resources for prevention along with quick 
objective determination of the person's problems that need to be addressed. The enormous 
social toll and economic costs associated with substance abuse and addiction (e.g., crime, 
chronic health problems, family dysfunction, unemployment, etc.) tells us that a systemic 
prevention approach would have profound impact. The fact is that the tools for detection of 
susceptible youths, tactics for effective intervention, and contexts for efficient service delivery 
(prevention and treatment) are already in place. Now the major challenge for addressing 
substance abuse and related problems is primarily systems integration facilitated through 
appropriate extant Federal and State agencies. 

2. National studies implemented by the Substance Abuse and Mental Health Services 
Administration (SAMHSA) find that painkillers are the prescription drug category most 
frequently used non-medically. But surveys on drug use among young people, including 
your dataset at the University of Maryland, suggest that prescription drug abuse by young 
adults - compared to that of the population at large - is more evenly spread out across 
different classes of drugs, including opioid analgesics, stimulants, and 
tranquilizers/sedatives. 

a, Please briefly summarize the conclusions of recent surveys that have examined 
young people's use and abuse of different categories of prescription drugs. Please 
outline how these findings align with or diverge from findings compiled through the 
National Survey on Drug Use and Health (NSDUH) or other SAMHSA studies. 

Response: It is very difficult to briefly summarize the findings of dozens of studies that have 
been conducted on this topic. Because of the different methodologies and populations utilized, 
comparison of results with those of epidemiologic surveillance systems the NSDUH and other 
SAMHSA studies would require a greater amount of time than was allowed. However, in 
general, it is true that studies of college students have reported higher estimates of nonmedical 
prescription stimulant use than estimates from the NSDUH and studies of younger adolescents. 
Moreover, there appears to be a greater prevalence of nonmedical stimulant use among 
college students relative to nonmedical use of prescription analgesics in some studies. 

b. Please discuss potential reasons why statistical disparities exist between the 
reported drug use and abuse of young people and the reported use and abuse of all 
individuals age 12 and older. 

Response: Age is a very important correlate of drug use. For many drugs, use peaks during 
young adulthood. Therefore, studies focusing specifically on young adults will report higher 
estimates of drug use than surveys of the entire population 12 and older. Another reason for 
the difference is school attendance. Being in school can change the likelihood of exposure 
opportunities for various drugs. It is also important to realize the great deal of heterogeneity 
that exists among colleges; for example. Dr. McCabe reported estimates of nonmedical 
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prescription stimulant use from 0 to 25% depending upon the particular campus studied. A 
reason for the discrepancy between study results may be related to local availability; where 
there is a high availability of prescription stimulants, higher estimates of nonmedical use might 
be found. Yet another reason pertains to the way that the questions are asked. Studies that 
define nonmedical use as including overuse of one's own prescription medication will yield 
higher estimates than restricting the definition to not having a legitimate prescription. 

c. To what extent do you believe these differences are attributable to current teens' 
and young adults' membership in a specific generational cohort with particular views 
on the utility and risk of each drug? Alternatively, to what extent do you believe 
these differences are the result of the unique physical and social characteristics of 
adolescence, and that as these teens and young adults age, their views and behavior 
will change? 

Response: This is a very difficult question to answer based on empirical data. One could argue 
that adolescents and young adults are more likely to initiate drug use than older adults simply 
because of the inherent characteristics of their developmental stage (e.g., young people are 
more likely to take risks). However, generational differences also play an important role. 

3. The National Survey on Drug Use and Health (N5DUH) is the most comprehensive federal 
study of drug use among those age 12 and over and the source for much of our current 
understanding on prescription drug abuse. Nevertheless, in the 2010 National Drug Control 
Strategy, the Office of National Drug Control Policy indicated that it believes there are many 
ways the study can be improved. 

a. What do you believe are the most notable shortcomings of the National Survey on 
Drug Use and Health, as it currently exists, and what do you believe could be done to 
improve the survey in these areas? 

Response; The National Survey on Drug Use and Health is an incredibly valuable tool for the 
nation for monitoring the magnitude of alcohol and other substance use and related problems 
among the population. It is an epidemiologic surveillance system that has been modeled by 
many other countries in the world and therefore its worth cannot be overestimated. 

Nonmedical prescription drug use is a complex phenomenon, involving many different types of 
substances that are obtained from a number of different sources and used in a variety of 
contexts. The NSDUH survey contains questions that allow us to measure basic statistics 
regarding prevalence of nonmedical drug use. One issue that is of concern relates to the 
purchase of prescription drugs via online pharmacies. Currently, there is a question on source 
of obtaining prescription drugs for nonmedical use, but this question is only asked if a person 
reports that they used a prescription drug nonmedically in the past year. This is a problem 
because we do not know anything about the characteristics of people who use online 
pharmacies who are not recent nonmedical users. It would be helpful to ask every respondent 
whether or not they have ever purchased prescription drugs online and for what purpose, 
regardless of their answers about nonmedical use. 
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b. What do you believe are the most easily-solved shortcomings of the National Survey 
on Drug Use and Health, and how would you recommend solving them? 

Response: The most easily-solved shortcomings of the NSDUH, in my opinion, are three things 
related to current restrictions that exist for researchers who wish to analyze the data: 

1) A state code variable exists in the dataset, but this state code is not released to 
researchers. Not having the state code available to researchers prohibits state-level 
comparisons of the effectiveness of various policies. For example, one cannot compare the 
prevalence of nonmedical use in the states that have prescription drug monitoring programs 
with the prevalence in other states that do not have them. Even though it would be extremely 
difficult, if not impossible to identify a particular respondent in the data, the state code is 
supposedly not released because of confidentiality concerns. But all researchers already must 
adhere to strict confidentiality regulations with every dataset they analyze. SAMHSA could 
require an additional confidentiality certification for researchers who wish to use the data. 

2) Information is collected on both parents and children within the dataset, but researchers 
are not allowed to analyze data that links parents and children. Again, this is supposedly done 
for confidentiality reasons. Allowing researchers to analyze the data under strict confidentiality 
regulations would maximize the use of the data. 

c. How would NSDUH enhance our understanding of the prescription drug abuse 
problem if the study were to improve in the ways you suggest? 

Response: As mentioned above, release of the state level code would enable researchers to 
understand whether or not various state level policies are effective in reducing prescription 
drug abuse and its consequences (e.g., evaluating the effectiveness of prescription drug 
monitoring programs) . Release of linked parent-child information would help us to understand 
to what extent parents behavior, knowledge, or attitudes have an impact on their children's 
drug use. 

d. What can be done to improve other federal studies of drug use and abuse? 

Response: A comprehensive review of other federal studies of drug use and abuse to 
understand the adequacy of how nonmedical prescription drug use is assessed, as well as the 
timeliness of data availability should be undertaken, 

4. Please provide a discussion of overdose deaths where prescription drugs are involved, 
including the relative prevalence of deaths from polydrug use. 

Response: As availability and abuse of opioids have increased, so have adverse events 
associated with their use. Half of the 1.8 million emergency department (ED) visits in 2006 
associated with drugs involved pharmaceuticals (SAMHSA, 2008). The estimated number of 
emergency department visits involving nonmedical analgesic use rose from 144,644 in 2004 to 
305,885 in 2008, an increase of 111 percent. ED visits involving oxycodone products, 
hydrocodone products, and methadone— the three most frequently listed narcotic pain 
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relievers in each year— increased 152, 123, and 73 percent, respectively, between 2004 and 
2008 (SAMHSA, Office of Applied Studies, 2010). 

Moreover, drug overdose death rates have increased roughly five-fold since 1990 (CDC, 
2010). From 1999 to 2004, unintentional drug poisoning deaths increased by 68% (Paulozzi & 
Annest, 2007) and between 1999 and 2007 it increased 124% (Bohnert, et al., 2011). 
Unintentional poisoning is now the overall second-leading cause of unintentional injury death 
in the U.S. and the leading cause of unintentional injury death among Americans aged 35-54 
{CDC, 2011). The majority of this increase has been attributed to deaths associated with 
prescription opioids (Hall, et al., 2008; Paulozzi, et al., 2006), 

While time constraints prohibited consolidating other data related to the deaths due to all 
forms of prescription drug use, several reports were available related to opioid analgesic 
deaths. The Centers for Disease Control and Prevention recently released a set of slides that 
describe the issues related to overdose deaths: 

http://www.cdc.gOv/about/grand-rounds/archives/2011/01-Februarv.htm 

Earlier testimony by Dr. Leonard J. Paulozzi, M.D., M.P.H., Medical Epidemiologist 
National Center for Injury Prevention and Control, Centers for Disease Control and Prevention 
on Trends in Unintentional Drug Overdose Deaths before the Senate Judiciary Subcommittee on 
Crime and Drugs on Wednesday, March 12, 2008 can be found here: 

http://www.hhs.gOv/asl/testifv/2008/03/t20080312b.html 

Another report from the National Center on Health Statistics stated that "drug poisonings are 
the largest portion of the poisoning burden and opioid analgesic-related deaths are among the 
fastest increasing drug poisoning deaths. The following report highlights trends in fatal opioid 
analgesic-related poisonings from the years 1999-2006: 

http://www.cdc.gov/nchs/data/databriefs/db22.pdf 
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April 29. 2011 


Dr. John M. Coster, Ph.D., R.Ph. 

Senior Vice President, Government Affairs 
Generic Pharmaceutical Association 
777 6th Street, N.W., Suite 510 
Washington, D.C. 20001 

Dear Dr. Coster, 

Thank you for appearing before the Subcommittee on Commerce, Manufacturing, and Trade on 
April 14, 201 1, to testify at the hearing entitled “Warning: The Growing Danger of Prescription Daig 
Diversion,” 

Pursuant to the Rules of the Committee on Energy and Commerce, the hearing record remains 
open for 1 0 business days to permit Members to submit additional questions to witnesses, which are 
attached. The format of your responses to these questions should be as follows: (1) the name of the 
Member whose question you are addressing, (2) the complete text of the question you are addressing in 
bold, and then (3) your answer to that question in ploin text. 

To facilitate the printing of the hearing record, please email your responses, in Word or PDF 
format, to the legislative clerk ( Alex.Yergin@mail.house.gov') by the close of business on Friday, May 
13,2011. 

Thank you again for your time and effort preparing and delivering testimony before the 
Subcommittee. 


Sincerely, 



cc: The Honorable G. K. Butterfield, Ranking Member, 

Subcommittee on Commerce, Manufacturing, and Trade 


Attachment 
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GPhAr 

( GENERIC PHMIMACtimCftl. ASSOCIATION ) 


Representative Mary Bono Mack 
United State House of Representatives 
104 Cannon House Office Building 
Washington, DC 20515 


Representative John Dingel! 

United State House of Representatives 
2328 Russell House Office Building 
Washington, DC 20515 


GPhA would like to submit the following for your recent request for answers on the record. 


The Honorable Mary Bono Mack 


1. What efforts does industry now undertake to help address the problems of abuse 
and diversion of prescription drugs? What further steps can you take or do you 
plan to take? 

GPhA and its member companies are committed to stemming the abuse and diversion of 
prescription drugs. GPhA belongs to and actively participates in a number of coalitions 
and progi'ams that raise awareness to the dangers of prescription drug abuse. One such 
group is NCPIE, the National Council on Patient Infomiation and Education. GPhA is a 
permanent board member of NCPIE. “NCPIE is a coalition of over 125 diverse 
organizations whose mission is to stimulate and improve communication of information 
on appropriate medicine use to consumers and healtlicare professionals. NCPIE is the 
nation’s leading authority for informing the general public and health care professionals 
on safe medicine use through better communication.” Additionally, GPhA commits 
financial resources to Smart Rx, a groundbreaking public-private partnership that 
educates consumers about the proper disposal of medicines in a safe and environmentally 
protective manner. Educating consumers about the proper disposal of unused medicine 
will help reduce drug diversion and accidental poisonings. 

GPhA and its members will continue to remain actively involved in these and many other 
organizations that promote a safe and secure supply chain, consumer awareness on the 
dangers of prescription drug abuse, and the correct disposal of unused medicines. Just 
recently, GPhA and the Pharmaceutical Research and Manufacturers of America 
(PhRMA) funded a public service announcement supporting the DEA’s National 
Prescription Drug Take Back Day. Through PSAs, educational campaigns and other 
methods, GPhA is dedicated to addressing the problems of prescription drug abuse and 

diversion. 

777 6th Httu-et, NW 
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2. The DEA is working on regulations that would permit certain entities to recapture 
drugs that are controlled substances. What do you plan to do, or what can you do, 
to help educate patients about these new take back mechanisms - of their existence 
and why patients should use them? 

As we previously mentioned, GPhA and PhRMA funded a public service annormcement 
promoting National Prescription Drug Take Back Day, which took place on April 30 of 
this year. Public service announcements of this nature are effective tools highlighting the 
existence of take back programs, but also in raising awareness to the dangers of 
prescription drug abuse. GPhA has also helped to fund the American Medicine Chest 
Challenge since its inception, a take back program that involves law enforcement in the 
unwanted drug disposal process — ^the model upon which the DEA take back program is 
based. GPhA and its members are supportive of DEA’ s efforts and will continue to work 
with the Agency and other stakeholders to see that consumers are made aware of the 
proper means for disposing of unused and unwanted medicines. 

3. When you see the statistics and graphs Governor Scott provided showing the 
disproportionate share of drugs dispensed in Florida, and national statistics on drug 
diversion, do you think the DEA and FDA quota system needs to be reevaluated in 
light of the high percentage of diversion - particularly Florida? 

There is no doubt that these numbers are quite alarming and that is why GPhA and its 
members are committed to educating providers and consumers about proper prescribing, 
use, and disposal of prescription drugs. Through industry programs like Smart Rx, the 
Partnership for Safe Medicines, and the National Council on Patient Information and 
Education, and government programs like Operation Medicine Cabinet we can 
successfully raise awareness and develop innovative policies that help combat the 
scourge of prescription drug diversion and abuse. We do not believe reevaluating the 
DEA quota system is an appropriate way to address concerns with prescription drug 
abuse. We are concerned that further restrictions on the quota system could hinder access 
to important medical therapies for patients. For example, there are drugs specifically 
aimed at Attention Deficit Disorder and Attention Deficit Plyperactivity Disorder (Ritalin 
and Adderall), in the quota system that are on FDA’s drug shortage list. The quota 
system cuts both ways and if Congress starts to tip the balance in the quota system, it 
could have unintended consequences. 
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4. How should healthcare professionals be educated on these issues - by their own 
medical associations or by someone else? 

The generic pharmaceutical industry is committed to providing the best information on 
the product to providers and patients. However, in terms of how to prescribe 
medications, this is best left in the hands of the experts, which are the specific medical 
association or physician groups. 

5. Is there any indication that there is a lack of availability or access to prescription 
pain killers for those who legitimately need such medication. 


According to FDA’s drug shortage website, there are shortages of medicines that 
physicians use in conjunction with cancer medications to help with pain management. 
One common pain medication on FDA’s drug shortage list is morphine. Low supply of 
morphine and other drugs have led providers to use alternative medicines, which in turn 
have created high demands and shortages for other drugs. With respect to pain 
medicines, the DEA does not allow GPhA and its members to overproduce product in the 
off chance that there may be a shortage. Our manufacturers produce what the federal 
government allows them to produce. 


The Honorable John Dingell 


1. Do you believe that improving the safely and security of the nation’s pharmaceutical 
supplies is in the best interest of the American people? 

Yes, GPhA believes in safe and secure pharmaceutical supplies. 


2. As you know, I recently introduced legislation to enhance FDA’s resources and 
authorities to ensure the safety of our pharmaceutical supply. Do you agree that 
additional steps must be taken to protect the safety and security of the nation’s drug 
supply? 

Yes, GPhA believes that the nation’s drug supply should be secured. 



3. More specifically, do you agree that more must be done to ensure that foreign drug 
manufacturers are held to the same standards as their U.S. counterparts? 

Yes. GPhA believes that more should be done to protect the quality of pharmaceutical 
products in the United States. 


4. Well, ray legislation will do just that. Will you commit publicly to working with me 
and the Members of this Committee on my legisiation moving forward? 

Yes, GPhA looks forward to working with members of the Committee on Energy and 
Commerce in the future. 


Respectfully, 


Generic Pharmaceutical Association 
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May 13,2011 

VIA ELECTRONIC MAIL 


The Honorable Mary Bono Mack 
Chairman 

Subcommittee on Commerce, Manufacturing, and Trade 

Committee on Energy and Commerce 

U.S. House of Representatives 

2125 Rayburn House Office Building 

Washington, DC 20515-6115 

Dear Ms. Bono Mack, 

Thank you for your follow-up questions sent to me by letter dated April 29, 2011. As requested, 
the responses of the Pharmaceutical Research and Manufacturers of America (PhRMA) appear 
below for inclusion in the hearing record. 

The Honorable Marv Bono Mack 


1 . What efforts does industr}' now undertake to help address the problems of abuse 
and diversion of prescription drugs? What further steps can you take or do you 
plan to take? 

When used appropriately, under the direction and care of a licensed health care 
profes,sional. prescription medicines can improve and save lives. However, when used 
inappropriately and not as intended, devastating consequences can result. PhRMA 
supports efforts to bring attention to the importance of appropriate use and preventing 
misuse and abuse of prescription drugs. We also recognize the need for broad stakeholder 
engagement to reduce diversion and misuse and abuse of prescription medicines. PhRMA 
and our member companies are actively engaged in a range of efforts to help ensure that 
prescription medicines are used appropriately and to reduce prescription drug abuse. At 
the same time, it must be recognized that national data on the non-rnedical use of 
prescription drugs, particularly among youth, reinforces the importance of improving 
communications between providers and patients on secure storage of prescription 
medicines in the home and safe disposal of unused and expired medicines as well as tlie 
need to ensure that patients are adequately monitored by health care providers. 

According to the National Institute on Drug Abuse (NIDA), the three types of 
prescription drugs most commonly abused are opioids, central nervous system (CNS) 
depressants, and stimulants.' While many of the medicines included in these categories 
are produced by brand name or innovator manufacturers, it is important to recognize that 


National Institute on Drug A^lise. Preser mtion l^rugs: Abuse anti Addictkxi . August 2005; 2010 NSDUil Methodology .Section. 

Pharmaceutical Research and Manufacturers of America 
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The Honorable Mary Bono Mack 
U.S. House of Representatives 
May 13,2011 
Page 2 


among these drugs, in 2010, 88.5% of prescriptions were for generic drugs with only 
1 1,5% of the prescriptions for brand name medicines,^ For opioids, 92,4% of 2010 
prescriptions were for generics; for CNS depressants, 93.4%. and for stimulants, 47.4%," 
These statistics reinforce that addressing the problem of non-medical use of prescription 
drugs is a shared responsibility and there is no single solution. Instead, collaborative 
cftorts must be undertaken between the federal government, PhRMA, the Generic 
Pharmaceutical Association, American Medical Association, and other relevant 
associations and stakeholder groups - including healthcare providers, law enforcement, 
faith-based and other community organizations, schools and colleges, parents, 
pharmacists, and state and local governments — to address this public health issue. 

We have worked collaboratively with the medical community, drug abuse prevention 
organizations, and others on educational efforts to prevent the misuse and abuse of 
prescription drugs. Select examples of PhRMA initiatives include those described below. 

Educational efforts related to the proper disposal of unused and expired 
prescription medicines and secure storage of prescription medicines. According to 
tlie 2009 National Survey on Drug Use and Health, 55.3 percent of those who reported 
non-medical use of prescription pain relievers reported that they obtained them from a 
friend or relative for tree. It you also inelude the number who reported buying them from 
a friend or relative, or took them from a friend or relative without asking, the percentage 
increases to 70.2 percent in 2008.'* PhRM,^ supports educational efforts to promote 
prompt and responsible disposal of unused and expired prescription medicines. As a 
practical matter, any medicine that appears damaged, discolored, or otherwise different 
from when the prescription was initially filled should be disposed of promptly and 
properly. PhRMA partnered with the U.S. Fish and Wildlife Service and the American 
Pharmacists Association to create the SMARxT DISPOSAL program (see, for example, 
www.SMARxTDlSPOSAL.nef ) to help educate consumers about how to properly and 
safely dispose of medicines in an environmentally-friendly manner. This educational 
program outlines how in just a few small steps, consumers can promptly, safely, quickly 
and ea.s'ily dispose of any unused or expired medicines in their home, PhRMA also 
recently helped educate consumers about the option to participate in a national take back 
program administered by the Drug Enforcement Admini.stration (DEA) on April 30. 

2011 . 

Development of a school curriculum to prevent abuse of prescription and over-the- 
counter drugs. The curriculum is comprised of components for students (in grades 5 
through 12) as well as presentations for parents (information available at 


PhR.MA analysis of retail clainvs Jala for .liinuary-Dccctnbcr 2010 fcM" the classes of most commonly abused prescription drugs based on SDI 
Health's Vector One National Audit (VON A), April 8, 201 1. 

PhRMA analysis of retail cluims data for Jamiary-December 2010 lor the dass^ of most commonly abused prescription drugs based on SD! 
i Icaith's Vector One National Audit (VON A), April 8, 201 1 . 

Results friM! the 2009 Natioml Sun'ey on Drug Use and Health (NSDUH): National Findings, SAMHS A (20 ! 0). 

‘ Substance Abuse and Menial Health Services Administration, Results from the 2009 National Survey on Drug Use and i leaii h: N ational 
IjjndiQgs. September 2010; tabic 6,47B, 
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http:/Avww.dare-america.coni/home/'features/documents/RxOTCInfoP'lyer,pdf ). This 
curriculum was created by D.A,R,E. America (Drug Abuse Resistance Education), with 
the support and expertise of law enforcement officials; PhRMA; Abbott; the Consumer 
Healthcare Products Association (CHPA); and a number of other organizations, including 
the White House Office of National Drug Control Policy (ONDCP), the Drug 
Enforcement Administration (DBA), the Food and Drug Administration (FDA), NIDA, 
the Substance Abuse and Mental Health Services Administrations’ Center for Substance 
Abuse Treatment (SAMHSA/CSAT) and the Partnership at Drugfree.org. 

A tool kit and brochure to raise awareness of the dangers of abusing over-the- 
counter cough medicines, alcohol, and prescription drugs. In collaboration with the 
Community Anti-Drug Coalitions of America (CADCA) and CHPA, PhRMA developed 
a 16-page newspaper supplement distributed nationwide as well as online, entitled “ Stay 
Smart. Don't Start: The Truth About Drugs and Alcohol ” (available at 
http://www.nieteacher.org/staysmart.pdO to educate youth and parents about the dangers 
of abusing over-the-counter cough medicine and prescription drugs as well as a brochure 
targeting teenagers entitled ‘ The Real Truth About Rx and 0'1'C Medicine Abuse ” 
(available at http://www.otcsafety.org/Media/12909600052731 7246. pdO- 

Study of health care provider attitudes in collaboration with Partnership for a 
Drug-Free America (PDFA). PhRM.A and PDFA (now' Partnership at Drug Free.org) 
assessed healthcare provider attitudes as to their need for more information on 
prescription drug abuse for their patients. Many specialties stated they received 
information through their journals or their respective professional associations but several 
groups expressed the need for more patient-friendly materials for use in the emergency 
room, dental offices, orthopedic offices, nurse practitioner locations, etc. Through these 
interviews, we were able to assess the need for additional materials and educational 
opportunities, as well as guide them to valuable resources within the prevention and 
treatment comrnimity. 

Educational tools and guidelines to prevent the misuse and abuse of prescription 
medicines targeting undergraduate and graduate students. In collaboration with the 
Washington Health Foundation, a program to improve health for the people of 
Washington state, PhRMA along with a diverse group of stakeholders recently unveiled a 
new initiative that will help educate college students in Washington state about the proper 
use of medicines and provide resources to help prevent the abuse and misuse of 
prescription drugs and over-the-counter products. The tools and guidelines available 
online (available at htlp://wwvv.whforg/mv-health ) were developed by other young 
people and the site is exclusively maintained by current undergraduate and graduate 
student interns from across the .state. Key elements of the Washington state initiative 
include the use of resident assi.stants in college dormitories to conduct peer-to-peer 
education and the use of university healthcare clinic staff to increase awarene.ss of the 
misuse or abuse of prescription drugs. 
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In conclusion, PhRMA has engaged in significant educational efforts surrounding the 
issue of prescription drug abuse. We believe, however, that addressing the issue must be 
a shared responsibility. PhRMA is committed to continuing to work with relevant 
stakeholders to help address the problem. 

2. The DEA is working on regulations that would permit certain entities to recapture 
drugs that arc controlled substances. What do you plan to do, or what can you do, 
to help educate patients about these new take back mechanisms — of their existence 
and why patients should use them? 

PhRMA testified at the DEA’s public hearing in January 2011 on the regulatory process 
to implement the Safe and Secure Disposal Act of 2010. In the interim, while those 
regulations are in process, PhRMA has worked to help publicize the availability of the 
national take back events as an option for consumers to help dispose of any unused 
medicines The DEA stated that it is unable to partner with any stakeholders in its national 
take back events. PhRMA looks forward to reviewing and potentially commenting on the 
DEA’s proposed regulations once published and will continue to work with the U.S. Fish 
and Wildlife Sendee and others to create awareness about SMARxT DISPOSAL, 
described above. 

3. When you sec the statistics and graphs Governor Scott provided showing the 
disproportionate share of drugs dispensed in Florida, and national statistics on drug 
diversion, do you think the DEA and FDA quota system needs to be re-evaluated in 
light of the high percentage of diversion - particularly in Florida? 

When analyzing potential public policy changes targeted to reducing prescription drug 
diversion or misuse, we must be careful to ensure that legitimate patient access is not 
negatively impacted. Physicians may also prescribe any FDA-approved medicine for any 
legitimate medical purpose. As Congress debates policies designed to reduce the rates ol’ 
prescription drug misuse and abuse, it is vitally important that any policies do not 
unintentionally create barriers to patient access to needed medicines. 

When considering the issue of prescription drug diversion, we believe the enforcement of 
existing laws that can help deter abuse of prescription drugs should be a key law 
enforcement priority. Congress is uniquely positioned to encourage state, local, and 
federal law enforcement officials to use their full arsenal of existing enforcement 
authorities to deter prescription drug abuse. By increasing the emphasis on the 
enforcement of exi.sting laws, financial incentives for illegal activities will be reduced, 
and the risks for those seeking to divert and profit from the illegal sale of prescription 
medicines will be increased. Areas of focus could include; 


Increased emphasis on enforcement of existing prohibitions on sales of prescription 
drugs without a doctor’s prescription or without an in-person medical evaluation. 
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• Limits on online sales of prescription medicines to those Internet sites operating in 
compliance with all state pharmacy laws, per a recent report from the Joint Strategic 
Plan on Intellectual Property Enforcement, which references ongoing U.S. 
government efforts to prohibit paid advertising for illegal on-line pharmaceutical 
vendors and to explore means to ensure those operating in violation of relevant laws 
can be subject “to the full reach of law enforcement jurisdiction.” ' 

• Increased law enforcement emphasis on pursuing investigations in this area; for 
example, the April 2011 Office of National Drug Control Policy (ONDCP) 
prescription drug abuse strategy'’ calls for increasing the number of High Intensity 
Drug Trafficking Areas involved in intelligence gathering and investigation around 
prescription drug trafficking and increasing participation on statewide and regional 
prescription drug task forces. 


Similarly, state prescription drug monitoring programs (PDMPs) can help prevent 
abusers from obtaining prescriptions from multiple doctors and help identify 
inappropriate prescribing patterns. According to the National Alliance for Model State 
Drug Laws, as of July 15, 2010, 43 states have enacted legislation enabling the 
establishment of a PDMP, of which, 33 states have operational programs,* Recognizing 
that the diversion and abuse of prescription medicines is not limited to geographic 
boundaries, the April 20 1 1 ONDCP prescription drug abuse strategy calls for having 
legislation in all 50 states establishing PDMPs within 3 years, PhRMA has also 
supported legislation to reauthorize the National Ail Schedules Prescription Electronic 
Reporting Act, 

As part of a comprehensive strategy designed to reduce and/or prevent prescription drug 
abuse, the utility and effectiveness of PDMPs to assist in the identification of 
inappropriate prescribing practices and the identification of prescription drug abusers 
should be assessed. Key considerations with respect to assessing the utility of PDMPs in 
reducing or preventing prescription drug abuse include: 

• Interoperability across .state lines, 

• Appropriately populated with data from prescribers, 

• Adequate funding and routine updating to serve as a reliable data source, 

• Operate as “real-time” databases or static data files, 

• Outcome measures tracked by the state that are appropriately matched to identifiable 
policy goals such as increasing the number of referrals for treatment, 


^ ‘20! 0 Joint Siratogic Plan on Imcliecttiai Properly r-nforcement,” (June 2010), available ai; < 

h«p;//\vw%v.\vhi!ehouse.gov/siics/dcfauii/}lles/omh/a.sseis/jntcl!ectualproperty/inteHcctualpropcrty stralegic_plan.pdf >, at 17. 
t. DNDCP Epidemic: Responding To America's Prescripiion Drug Abuse Crisis. April 201 i . 

hup://\v\v\v. whiiehoiiscdrugpolicy.gov/piiblications/pclf/rx abuse_plan.pdf 

National Alliance for Model State Drug l^iws. StiUus of State Prescription Drug Monitoring Programs. 
hitp://www.namsdl,cirg/doeiiments/Statuso(Staie.s.) uiyi52010.pdf. 
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• Assessment of extent to which the use of PDMPs can be further incentivized and 
incorporated into health care providers’ clinical practices, 

• Assessments of provider perspectives on PDMP effectiveness and administrative 
burden, 

• Detailed outcome assessments for providers using PDMPs versus those not using 
PDMPs, that is, how patient-level outcomes differ,* 

• An understanding regarding whether and to what extent PDMPs have impacted fraud 
and related criminal investigations, and 

• Understanding any gaps in PDMP data resulting from mail-order and internet 
purchases. 


4. How should healthcare professionals be educated on these issues - by their own 
medical a.ssociations or by someone else? 

Public policy discussions about the appropriate role of prescription medicines in health 
care often assume that medicines are widely overused. The importance of ensuring 
appropriate use of medicines through appropriate training of health care providers cannot 
be overstated. PhRMA does not have a view regarding who best to conduct this 
education for health care professionals; however, we do believe all prescribers should 
have proper education regarding all medications that they prescribe, especially 
medications with the potential to be abused. In addition to the importance of reinforcing 
to patients that they should take their medication exactly as prescribed (whether it is a 
blood pressure medication, asthma medication or antibiotic, for example), it is equally 
important to discuss the risks and benefits and potential side effects of any medication, 
including whether there is a potential for addiction, and how to appropriately store and 
di.spose of unused and expired medications. In addition. Screening, Brief Intervention, 
Referral and Treatment (SBIR'f) can help health care and other professionals determine 
whether someone uses alcohol and/or drugs In unhealthy ways. This is an important early 
intervention and research has shown that health care providers are a respected source of 
information for patients. ONDCP’s prescription drug abuse strategy recognizes the 
importance of screening patients for potential prescription drug abuse problems and has 
set a goal of increasing by 25 percent the number of states reimbursing for SBIRT w'ithin 
24 months. 

5. Is there any indication that there is a lack of availability of access to prescription 
pain killers for those who legitimately need such medication? 

PhRMA and its members urge that any evaluation of policies to help reduce misuse and 
abuse of prescription medicines must also ensure continued patient access to needed 


Possible* outcome’ measures could include, of those identified os abusing prcscriptim nicdicincs. whai percentage are prosecuted .•yid sentenced 
and do they have access to ireaimeru. what percentage are rcfwred to treatment, is there adequate trcatmciu capacity in the community, do those 
ideniitled have better treatment outcomes due to earlier intervention in the drug abuse cycle, do those identified have fewer emergency 
depanment visits and hospiializaiions. 
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prescription medicines. Potential barriers to patient access include poor or insufficient 
training of health care workers regarding appropriate prescribing practices, unnecessarily 
restrictive drug control regulations and practices w'hich may impede good clinical care, 
and fear among health workers of the potential for legal sanctions for legitimate medical 
practice which may lead to undertreatment (see, for example, Gatchel 2010).® Articles in 
the peer-reviewed medical literature and a number of patient and provider organizations 
have raised concerns about increasing prescriber hesitancy to prescribe certain 
medications. As just one example, a survey of physicians regarding pain management 
found “that concerns of potential abuse or addiction often affect how pain is 
pharmacologically treated” by physicians.”*® The end result of such practices is that 
millions of Americans who suffer significant or chronic pain are likely being under- 
treated either due to inadequate training or concerns about the potential for prescription 
drug abuse. 


Experts agree that appropriate use of medicines plays a central role in both the quality of 
health care patients receive and the quality of the lives they lead. Numerous studies have 
reported that appropriate prescribing of medication therapy and adherence to that therapy 
improves quality and outcomes, while often reducing total costs and use of other, often 
more expensive, health .services." One study found that non-adherence has been shown 
to result in $100 billion each year in excess hospitalizations alone.'^ Stakeholders from 
all sectore of health care, including researchers, payers, employers, patient advocates, and 
health care practitioners, agree that non-adherence is a serious problem that should be 
solved. Supporting better communication between providers and patients is a key step to 
improving adherence as well as enhancing the patient’s understanding about his or her 
disease or condition, its course, and its related target laboratory test values. Providers, 
when given support by the proper tools and systems, can play a central role in helping 
patients understand how to take their medicines properly. For instance, one main cause of 
preventable hospital readmissions is poor communication with patients during the 
discharge proce.ss, especially regarding medications.*'* 

Public policy discussions about the appropriate role of prescription medicines in health 
care often assume that medicines are widely overused. The importance of ensuring 
appropriate use of medicines through appropriate training of health care providers cannot 
be overstated. .As policies around prescription drug abuse are discussed, it is important to 


^ Gatchel. RJ, is fear of’ prescription drug abuse resulting in suffers of chrcmic pain being undertreated?" Expert Rev. Nciirotherapy 
2010;IO(5):637-39. 

10 McCarbwg, BH ct ul ’The Impact of Pain on Quality of Life and the Unmet Needs of Pain Management: Results From Pain SufTerers and 
Physicians Participating in an Internet SiiTvcy," American Journal ofnierapeulics 312-20.. 

I'xampfes include, but are not limited to: W.H .Shrank, ci al. "A Blueprint for Pharmacy Benefit Managers to Increase Value,” American 
Journal of Managed Care, February. 2009.; D. Cutler, ct al.. “Tlic Value of Antihypertensive Drugs; A Perspective on Medical Innovation,” 
Health Affairs. January/ February 2007.; M. Cloutier, et al.. "Asthma Guidieinc Use by Pediatricians in Private Practices and Asthma Morbidity,” 
Pediatric.^. November 3006.; M. Sokol ct al., ‘'Impact of Medication Adherence on Haspitalization Risk and Healthcare Cost,” Medical Cara. 
.hine2005. 

New Fngiand I Icalihcare Institute, "'rhinkiiig Outside the Pillbox; A System-wide Approach to Improving Patient Medication Adherence for 
Chronic Di.scase,'' A NEH! Re,search Dricf. August 2009. 

’ H,VV. Jack et al. “A Reengineered ! lospital Discharge Program to DccretKC Rchospitalization." Annuls of Internal Medicine. February 2009. 
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recognize that, while research indicating overuse of prescription drugs is limited, there is 
much evidence that large percentages of patients underuse needed medical care, including 
prescription medicines, for many serious health conditions. Efforts to stimulate better 
prescribing of and adherence to essential medications improves health, averting costly 
emergency department visits and hospitalizations, and improving quality of life and 
productivity.' 

Long-term policy solutions to ensuring appropriate use and reducing the potential for 
abuse will require substantial ongoing education, training, and responsibility among a 
broad range of stakeholders, including patients, physicians, nurses, pharmacists, insurers 
and others involved in health care delivery. Any policies to prevent prescription drug 
abuse mirst recognize and ensure that patients with a legitimate need continue to receive 
their medicines. 

The Honorable John Dingell 

1 . Do you believe that improving the safety and security of the nation’s pharmaceutical 
supply is in the best interest of the American people? 

America’s patients trust that the medicines they and their loved ones take meet the high 
standards set by the Food and Drug Administration (FD.^) for safety and efficacy and are 
not substandard or counterfeit, and they rely on our comprehensive drug regulatory 
system to help ensure that is the case. America’s research-based biopharmaceutical 
companies also depend on a safe, secure prescription drug supply chain. This is why our 
companies take great measures to help assure the quality, safety and integrity of materials 
used from third party sources in our finished products. 

The regulatory system that governs the development, approval, marketing, and 
surveillance of new drugs and biologies in the United States is the most complex and 
comprehensive in the world. The FDA regulates virtually every stage in the life of a 
prescription medicine sold in the U.S., from pre-clinical testing of investigational 
compounds in animals and human clinical trials before a medicine is sold, to 
manufacturing, labeling, packaging, and advertising, to monitoring actual experience 
with the drug after its approval. 

In addition to the requirement to obtain FDA approval of a New Drug Application (NDA) 
before a new drug may be sold in the U.S., manufacturers of pharmaceuticals sold legally 
in the U.S. must also comply with the “gold standard” of quality manufacturing - FDA’s 
current Good Manufacturing Practice (cGMP) rcgulation.s. These regulations apply to all 


Sec, for example. M. Sokol et al., “IinpacJ of Medication Adherence on Hospitafi^ation Risk and l lealthcare Cost." Medical Care. June 2005; 
B.W. Jacket al. Reengineered Hospiint Discharge Program to De««asc Rehospitalization.” Annals of intomai Medicine, Februarv' 2009; New 
lingiand Healthcare Institute, 'Thinking Outside the Pillbox: A System-wide Approach to improving Patient Medication Adherence for Chronic 
Disease." A NEHI Research Brief, August 2009, 
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pharmaceuticals sold in the U.S., wherever they are made , and extend to all components 
of a finished drug product, including active pharmaceutical ingredients (APIs), without 
regard to where those ingredients are sourced. FDA’s cGMP regulations are based on the 
fundamental quality assurance principle that quality, safety and effectiveness “cannot be 
inspected or tested into a finished product,” but instead must be designed and built into a 
product.'^ While FDA inspections are an important part of FDA’s regulatory authority 
and oversight, cGMPs represent a comprehensive, systems-based approach that requires a 
company to build quality directly into tlie entire manufacturing operation, in order to 
ensure that the process itself is under control and therefore will consistently produce a 
drug product that meets designated specifications. As FDA has noted, “[i]mplementing 
comprehensive quality systems can help manufacturers to achieve compliance with” 
FDA’s cGMP requirements.'’’ 

The Prescription Drug Marketing Act of 1987 (PDMA) is another critical piece of 
consumer legislation pa,sscd as a result of Congressional investigations into the integrity 
of the drug distribution system that existed at the time. The PDMA created the closed 
prescription drug distribution system in place today, and coupled with the regulatory 
requirements and oversight of the FDA. helps minimize the possibility of a consumer 
receiving a counterfeit drug. 

2. As you know, I recently introduced legislation to enhance the FDA’s resources and 
authorities to ensure the safety of our pharmaceutical supply. Do you agree that 
additional steps must be taken to protect the safety and security of the nation’s drug 
supply? 

Since September 2007, PhRMA has worked constructively with House Energy and 
Commerce Committee members and staff in their efforts to enhance the capability of 
FDA to inspect foreign facilities engaged in prescription drug manufacturing. As 
previously stated, the FDA regulatory system that goverivs the development, approval, 
marketing, and surveillance of new drugs and biologies in the United States is the mo,st 
complex and comprehensive in the world. Even with FDA’s comprehensive regulatoiy 
system; however, the increasing globalization of the pharmaceutical supply chain 
presents new challenges that require biopharmaceutical companies and the FDA to be 
more adaptive and flexible in the review and oversight of entities located around the 
world. When incidents of economically motivated adulteration occur, FDA should use its 
powerful existing enforcement authorities to take action against violative products and to 
promote accountability among regulated entities - enforcement authority that the FDA 
under the current Administration has made a priority to exercise when warranted. 
Moreover, supply chain security is the responsibility of all parties involved in the 
distribution of medicines to .American patients. 


61 Fed. Reg. 20104, 20105 (May 3. 1906). 

I'DA. Drutt ‘Guidatsce for industry: Quaiity .Sy'stenis Approach to Pharmaceutical CGMP Regulations.” Sept, 2006, at 3. 
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One basic element to help preserve the safety of our country’s drug supply is 
maintenance of our closed distribution system, created after the passage of the PDMA. 
Even with our “closed” distribution system, from time to time counterfeit and tainted 
products can surface, and the public health could be placed at risk. Domestic challenges 
thus remain great. These challenges would, hovvever, be multiplied exponentially by the 
added complexities and burdens of an expanded international supply of foreign drugs 
from various wholesalers and pharmacies. In fact, in 2009, the number of medical 
product counterfeit cases in the EU increased compared to 2008.'' As such. Congress 
should reject proposals, such as proposals to legalize prescription drug importation, 
which would further strain and compromise the FDA’s ability to protect Americans from 
potentially dangerous counterfeit medicines and maintain the current “closed” 
distribution system. 

3. More specifically, do you agree that more must be done to ensure that 
foreign drug manufacturers are held to the same standard.^ as their U.S. 
counterparts? 

PhRMA agrees with the notion that all foreign establishments manufacturing prescription 
drug products or components destined for import into the U.S. must register with FDA 
and list their products, to the extent they are not already required to do so under current 
law. By requiring such facilities to register, the FDA will be able to establish a single 
database that will contain information on all facilities that manufacture products or 
components of products that are sold in the U.S. Prior Congressional testimony and 
Government Accountability Office reports suggest that such information appears in 
several different formats and databases managed by FDA. and, therefore, it is not easily 
accessible or usable by Agency personnel. A single, standardized database would, 
among other things, allow the FDA to help ensure that foreign inspections are occurring 
at appropriate intervals, 

H.R. 1483 provides FDA with flexibility to adjust inspection inteivals based on risk. We 
support providing FDA with the flexibility to prioritize inspections of foreign 
establishments based on the risks they present, and relying on set criteria such as 
compliance history, time since last inspection, ruid type of products produced, will 
enhance the FDA’.s ability to target its inspection resources efficiently and effectively. 

We also recommend that FDA generally increase its current Good Manufacturing 
Practice (cGMP) inspections of foreign facilities, including API manufacturers, to help 
ensure that cGMPs are being followed. 

In recognition of the fact that the Agency does not have unlimited resoinces and in order 
to help ensure that foreign inspections occur on a more regular basis. Congress should 
consider allowing FDA to rely on the inspection results of other foreign regulatory bodies 
with similarly robust drug regulatory oversight systems or to use accredited third parties 

(Huropetm Comniission, "Repon on KU Customs tnforcemcni of intellectual Property Rights: Results at the HU Border 2009). 
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to conduct some foreign inspections (such as inspections of facilities considered 
moderate to low risk, based on appropriate criteria). These inspections would not take 
the place of FDA inspections, which are a necessary and important part of the Agency's 
mandate; however, they would provide FDA with the flexibility to leverage the work of 
foreign regulatory bodies and maximize its resources, all without foreclosing its ability to 
inspect any facility. 

Finally, we ahso support the creation of a cadre of FDA inspectors who are dedicated to 
conducting inspections in foreign jurisdictions. 

4. Well, my legislation will do just that. Will you commit publicly to worldng 
with me and the Members of this Committee on my legislation moving 
forward? 


As previously stated, since September 2007. PhRMA has constructively engaged with 
House Energy and Commerce Committee members and staff in their efforts to enhance 
the capability of FDA to inspect foreign facilities engaged in prescription drug 
manufacturing. PhRMA testified twice before the House Energy and Commerce Health 
Subcommittee on these issues - in May 2008 and in September 2007. PhRM.A was also 
prepared to testify before the Committee in September 2010; however, that hearing was 
cancelled, Supply chain security is the responsibility of all parties involved in the 
distribution of medicines to American patients. PhRMA fully intends to continue to work 
with the Committee and other stakeholders on these important issues and looks forward 
to the opportunity. 


Thank you for the opportunity to provide these responses on behalf of PhRMA. Please feel free 
to contact me should you have any questions or wish to di.scuss these issues. 


Sincerely, 



Kendra A. Martello 
Assi.stant General Counsel 


Cc: The Honorable G.K. Butterfield, Ranking Member 

Subcommittee on Commerce, Manufacturing and Trade 
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House of Representatives Committee on Energy and Commerce Subcommittee 
on Commerce, Manufacturing, and Trade 
“Warning: The Growing Danger of Prescription Drug Diversion” Hearing 
Oncology Nursing Society Response 
Provided by Patrick Coyne, MSN, APN, FAAN 


1 . Mr. Coyne, you testified that all people of legitimate need must have access to 
medications that help preserve their daily lives. You also agreed that prescribers 
must be educated to better assess pain and that opioid diversion can wreck families 
and communities. Does your organization have an opinion on what a “legitimate 
need” is? 


Pain is a common symptom experienced by patients with cancer. Whether as a result of disease 
or disease-related treatment, pain causes significant physical and psychosocial burdens. A 
uniquely personal experience, pain markedly impacts the quality of an individual's life, increases 
vulnerability in an already vulnerable population, and engenders dependence on healthcare 
providers for access to adequate pain management. Cancer pain frequently is assessed and 
treated inadequately (Miaskowski et ai., 2004; National Comprehensive Cancer Network 
[NCCN], 2009). 

Effective pain management may include pharmacologic and nonpharmacologic measures. 
Because oncology nurses embrace holistic care and have sustained contact with patients 
throughout the continuum of cancer care, they are in a position to identify undertreated and 
untreated cancer pain and advocate for its relief. As members of interdisciplinary teams involved 
in practice, education, administration, and research, oncology nurses are in a pivotal position to 
improve cancer pain management. 

NCCN (2009) reported that cancer pain can be well controlled in the vast majority of patients if 
evidence-based guidelines are applied, monitored, and individualized and if patients engage in 
informed decision making for managing their pain. 

Although ONS does not define the term legitimate need, it is our position that 

• "Ail people with cancer have a right to optimal pain relief that includes 
culturally relevant and sensitive pain education, assessment, and 
management, 

• “The public, people with cancer, and significant others must be educated 
about the right to relief from cancer pain." 

• “Healthcare professionals, particularly nurses, pharmacists, and physicians, 
are accountable to manage cancer pain effectively. 


I 
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• “All professionals caring for patients with cancer have an ethical responsibility 
to acquire and use current knowledge and skills and to implement evidence- 
based pain management guidelines." 

• “Comprehensive cancer pain management is a multidisciplinary and 
collaborative effort that must include ongoing individual assessment, planning, 
intervention, and evaluation of pain and pain relief. Comprehensive pain 
management addresses physical, psychological, spiritual, and sociocultural 
effects of unrelieved pain.” 

• “Healthcare systems and clinicians providing care to patients with cancer are 
responsible for adopting and monitoring institutional and clinical guidelines for 
cancer pain management and symptoms related to its treatment. Healthcare 
systems must establish mechanisms for continuous evaluation of pain 
outcomes in patients at risk for cancer pain.” 

• “Healthcare facilities must establish minimum standards for clinician’s pain 
assessment and technical skills (e.g., epidural and patient-controlled 
analgesia pump management). Organizations and healthcare facilities must 
adopt and support the use of evidence-based pharmacologic and 
nonpharmacologic interventions and establish minimum standards for 
competency in their use” (ONS, 2010). 

Clearly, opioids have demonstrated the ability to relieve moderate to severe pain from various 
acute and chronic disease states. The majority of patients who are prescribed opioids use them 
as directed by their healthcare provider. While every medication has side effects, opioids in 
general, have fewer side effects (typically sedation, constipation) when used as prescribed. 
Patients are often prescribed opioids for acute and chronic pain when they can no longer 
tolerate other pain relievers such as nonsteroidal antiinflammatory drugs (NSAIDs) such as 
ibuprofen due to intolerable side effects (stomach upset, swelling) or underlying medical 
conditions that make them too risky to prescribe (high blood pressure, stomach ulcers, kidney 
disease). An example of patients who may need medical pain relief and because of underlying 
medical conditions cannot take NSAIDs would be our growing population of elderly. The 
American Geriatrics Association has released guidelines that support the use of opioids in 
chronic noncancer pain conditions for this reason. 

As with any medication, there are risks that accompany the use of opioids and, thus, they are 
not the answer for every patient with acute or chronic pain. Short-term side effects, such as 
sedation and constipation, may be intolerable, and long-term side effects, such as hormone 
suppression, are concerns as well. As a result of prescription drug misuse (a societal problem), 
certain patients who are high risk for misuse (including psychological dependence) or diversion 
(illegal behavior) should not be prescribed opioids for long-term use. The medical literature has 
identified those at “high risk.” Additionally, the medical literature is beginning to define which 
patients may be at risk of unintentional overdose, Prescriber education regarding these risks is 
critical. With education, prescribers are learning to use these medications safely by recognizing 
who may be at risk of side effects, unintentional overdose, and prescription drug misuse, 

Virginia Commonwealth University Medical Center (VCUMC) has created online education that 
addresses how to safely prescribe opioids for pain 

( http://www.paineducation.vcu.edu/curriculum/ ). Through a partnership with the Virginia 
Department of Health Professions, this online education is available free to all healthcare 
providers within our state. In addition, all medical students and residents at VCUMC have 
access to the course. Unpublished outcomes show that an online educational program such as 
this can improve knowledge, confidence, attitudes, and prescribing behaviors. 

Honestly, both within and outside of cancer pain, few providers relish the role of prescribing 
opioids and would rather avoid it. In these cases, many patients suffer because an opioid, which 
may be the safest and most effective medication, is avoided. Defining “legitimate need” is 
challenging as there is no vital sign, blood test, or x-ray that can "prove” if pain is present, what 
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the pain level is, and what the impact of the pain is on the patient’s life. Suffering extends 
beyond even the pain state, as many patients are shuffled from provider to provider in a broken 
healthcare system searching for someone to prescribe a medication that “works,” lessening their 
pain, and allowing their quality of life to improve. This is even more challenging in chronic pain. 

Pain management really relies on patient and provider communication, trust and ongoing 
assessment, and inclusion of the appropriate disciplines, such as physical therapy, occupational 
therapy, psychology, as well as others as needed. When opioids are used to decrease pain and 
it becomes moderate or mild, does one then stop the opioids because the pain is no longer 
severe? 

The available data suggest that opioid therapy (along with a multimodal treatment regimen) 
represents a valuable treatment option in patients who do not respond to other analgesics and 
in whom the benefits of these medications outweigh the potential risks. Thus, this would be 
“legitimate need,” Stopping opioid therapy when pain becomes mild or moderate may be 
possible in some situations but not all. The focus of assessment when opioids are used is the 
patient’s function. So if the pain level is reduced with the prescribed opioid and the patient’s 
function has improved, that would, in fact, be a reason to continue the prescribed opioid. If the 
function has not improved, even if the pain level has lessened, that would not necessarily be a 
reason to continue the prescribed opioid. 

All efforts toward managing pain and minimizing prescription drug misuse need a balanced and 
thoughtful review by the provider, through a provider-patient relationship that is based on 
transparency (Pergolizzi, Boger, Budd, et al., 2010). 


2. What’s wrong with limiting these addictive drugs only to people who are in severe 
pain, who need serious medications to preserve their daily lives? 

First, “these addictive drugs” is a statement that may not be quite accurate. Literature has found 
that opioids are addictive in patients who have a personal or family history of substance abuse 
but not necessarily in all patients. Those who are prescribed opioid for chronic pain will likely 
become physically dependent but not “addicted.” Addiction is a disease and has a specific set of 
criteria to define it, according to the Diagnostic and Statistical Manual of Mental Disorders, 

Fourth Edition. 

The challenge of this question is that there is no way other than discussion to determine who is 
in severe pain. The World Health Organization analgesic ladder, which has been used as a 
guide worldwide for over 20 years, educates clinicians in pain management to use opioids if 
pain is moderate to severe. Even with this guide, not all will achieve acceptable pain relief. As 
previously mentioned, there are no physical, laboratory, or radiology findings that can tell us that 
a patient is in severe pain. It all boils down to good physical assessment, a well-trained provider, 
and a level of trust. 


3. Should there be a different treatment standard or protocol for cancer patients than for 
someone who has a broken ankle or strained back? 

There should be guidelines for treating specific kinds of pain, and there are (i.e., cancer pain, 
acute pain, sickle cell pain, chronic opioid therapy in chronic noncancer pain as well as others 
available from associations such as the American Pain Society), but these guidelines are Just 
that — they should guide a practice, not dictate a practice. Why would we not prescribe opioids 
for an individual with a crush injury to the ankle if the patient is suffering and if prescribing 
opioids can allow that patient to improve his or her function, possibly even return to work? On 
the contrary, a patient with prostate cancer with few bone metastases and minimal pain may not 
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even need opioids. Those with postoperative pain may need opioids to recover from surgery but 
only for a short time. There is extreme individual variability in response to opioids. While there is 
some pharmacogenetic information that supports this, choosing the appropriate analgesic is still 
the art, not the science, of managing pain. A well-informed clinician, however, can provide safe 
and effective pain care with opioids as one of several medications for pain. It would be naive to 
assume that all prescribers will recognize every patient who is “doctor shopping” for diversion or 
every patient who has addiction. However, limiting the medications because of this reason will 
result in many patients not being able to find pain relief. Already, due to “fears” of regulatory 
oversight, suspicion of patients’ misusing, and a general discomfort with this class of 
medication, many prescribers (including pain practices) are refusing to prescribe any opioids. 
Additionally, the time it takes to assess, treat, and monitor patients (following the Federation of 
State Medical Boards’ Model Policy) is not reimbursed by insurances, and insurance limitations 
on type, quantity, and purpose of using opioids (resulting in time-consuming prior authorizations, 
mostly not approved) have been enormous barriers to appropriate pain care (Chou, Ballantyne, 
Fanciullo, Fine, & Miaskowski, 2009). 


4. Who is in the best position to educate prescribers on how to assess pain and 
prescribe the appropriate treatment? 

Prior to prescribing opioids, every provider needs to be aware of the medication’s benefits and 
risks including burdens to the patient, their family, and society. For some patients, regardless of 
diagnosis (cancer or not cancer), opioids will be the best treatment to improve quality-of-life and 
function. But, opioids are not for everyone. Pain management education that includes opioid 
prescribing should be included in medical and dental school training as well in nursing and 
pharmacy schools. Education should focus on proper pain assessment and treatment including 
using a multimodal approach to therapy. Residency programs for these same groups should 
include competencies based in pain management. Finally, current providers should have 
education available to them to refine their pain assessment and management skills. 
Nonpharmaceutical-supported and hospital-supported education would be ideal. Additionally, 
healthcare organizations could provide resources to their providers to support them in safe 
prescribing behaviors through the electronic health record. 


5. Who is in the best position to educate families on safe storage and disposai of 
medications such as opioids? 

Within a health system or office, standard education is needed when opioids are prescribed. 
This can be done through in-office education with handouts and electronic health records. 
Clinicians and prescribers certainly can support the educational principles, but standard 
education is necessary in order to reach each patient with a consistent message. With the 
growth of Patient Centered Medical Home, a team approach to medication safety is ideal. For 
example, a case manager may follow up patients who are prescribed controlled substances 
within several days via telephone or email in order to reinforce the directions, safe use, side 
effects, and disposal. Widespread education should come from community organizations. This 
is the only way to reach those who are not accessing medical services and also reach children 
and teens. The focus should be on safely storing and disposing of medications and about the 
dangers of taking medications not prescribed for you. Social media would also be a supportive 
avenue to relay this education. 
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